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Express Mail No. EV 166755384US 
Mail Stop Petition 
Commissioner for Patents 
P.O.Box 1450 
Alexandria, VA 22313-1450 

Re: In re: Application of David Howard 
USSN: 09/777 ',472 

Response to Petition for Access to An Unpublished Application 
Petitioner: ALKAR-RapidPak 

Dear Sir: 

Enclosed is Applicant David Howard's Objection To Petition For Access To Unpublished 
Application which is being filed in response the Petition filed by ALKAR-RapidPak on 
November 7, 2003. 

Please note that the application identified in the notice mailed by the Office of Petitions 
on November 7, 2003 is not correct . The correct patent application number to which this 
Petition refers is David Howard's Patent Application Serial No. 10/369.318 . not USSN 
09/777,472. 
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DEC 0 ,5 2003 
OFRCE OF PETITIONS 
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Page 2 

If you have any questions or if I can be of further service, do not hesitate to contact me. 

Sincerely, 

FELLERS, SNIDER, BLANKENSHIP, 
BAILEY & TIPPENS, P.C. 



Dennis D. Brown 
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$j IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 
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Applicant(s): HOWARD 

, Serial No.: 10/369,318 

Group Art Unit: 
Filed: 02/18/2003 1761 

Examiner: Unknown 

Title: SURFACE PASTEURIZATION OF 
COOKED FOOD PRODUCTS 

Attorney Docket No.: 67638/03-066 


MAIL STOP PETITION 
COMMISSIONER FOR PATENTS 
P. O. BOX 1450 

ALEXANDRIA, VA 22313-1450 

OBJECTION TO PETITION FOR ACCESS TO UNPUBLISHED APPLICATION 

Alkar-RapidPak, Inc., through its patent attorneys at Foley & Lardner, has filed a petition 
pursuant to 37 C.F.R. 1.14 seeking access to the above-referenced unpublished application of David 
Howard. However, Alkar has not shown any "special circumstances" which would justify access to 
Applicant's pending application and, therefore, the petition should be denied. 

In the notice mailed by the Office of Petitions on November 14, 2003 (copy attached hereto 
as Appendix A), the Office indicated that the Petition for Access filed by Alkar appeared to pertain 
to Mr. Howard's pending patent application Serial No. 09/777,479. However, Applicant submits 
that the intended application in this matter is not No. 09/777,479 but is actually Mr. Howard's 
application Serial No. 10/369,318 having claims covering a combined pre and post-packaging 
pasteurization process discussed hereinbelow. 


RECEIVED 

DEC 0 5 2003 
OFFICE OF PETTnONS 


Legal Authorities 

Applicant is not aware (and apparently, neither is Alkar) of any case of this type where a 
petition for access has been granted. In Ex parte Bonnie-B Co., 1923 CD. 42, 313 O.G. 453 
(Comm'r Pats. 1922), access was denied even though the applicant had sent the petitioner, a 
competitor, a notice of infringement based upon the pending application. In In Re Application for 
Trimless Cabinets, 128 USPQ 95 (Comm'r Pats. 1960), the Commissioner, in denying access, stated 
that: 

The fact that one notifies specific individuals or concerns that there is a pending 
patent application which may cover the product which that party makes, uses, or 
sells, is not considered such interference as to warrant waiver of the secrecy 
guaranteed by the statute and by Rule 14 of the Rules of Practice. 

Id. at 95-96. In In Re Crossman, 187 USPQ 367 (PTO Solicitor 1975), the Patent Office stated that 

"'warnings' to the petitioner and its actual or potential customers" that the patent applicant "intended 

to enforce its patents when and if obtained on the subject applications" amounts to nothing more than 

"fair notice" and does not exceed the bounds of propriety. Id. at 368. 

"[T]he circumstances under which disclosure may be made are extremely narrow." Lee 

Pharm. v. Kreps, 577 F.2d 610, 616, 198 USPQ 601 (9th Cir. 1978). "When the customers of the 

petitioner have not been threatened and the petitioner's business has not suffered, the petition for 

access will be denied." Horowitz, Patent Office Rules and Practice , § 14.9; In re Trimless Cabinets 

128 USPQ at 96; In re W.D. Allen Mfg. Co., 1961 CD. 6, 765 O.G. 939 (Comm'r Pats. 1960). As 

to what might conceivably constitute a sufficient threat to justify granting access, the Commissioner 

indicated in Ex parte Bonnie-B Co. that the patent applicant must have at least demanded that the 


petitioner's customers stop marketing or using the device (or process) in question. Ex parte Bonnie 

5-Ca,313 0.G. at 453. 

"Patent applications, pending or abandoned, may contain trade secrets enforceable under state 

law." D. Chisum. Chisum on Patents , § 11.02[4] (citing Kewanee Oil Co. v. Bicron Corp., 416 U.S. 

470, 181 USPQ 673 (1974); see also . Larami Corp. v. Lanard Toys Ltd., 22 USPQ2d 1440, 1445 

fo.3(RD. Pa. 1992); Crown Machine Tool Co. v. KVP-Sutherland Paper Co., 244 F. Supp 543, 554, 

161 USPQ 1, 2-3 (N.D. Cal. 1965). 

Patent applications are preserved in secrecy by both law, 35 U.S.C. § 122, and 
regulation, 37 C.F.R. § 1.14, for a reason. The integrity of the patent system is 
maintained in part by inventors' understanding that their patent applications will 
remain secret until either the patents issue or the applications are otherwise published 
by the PTO. Breaches of this secrecy undermine the integrity of the patent system. 

Eagle Comtronics, Inc. v. Arrow Communication Labs, Inc., 305 F.3d 1303, 1304, 64 USPQ2d 1481 

(Fed. Cir. 2002). 

Moreover, protecting the statutory confidentiality of a pending patent application and of any 
trade secrets embodied by or contained in the application is particularly critical when (a) the party 
seeking disclosure is a competitor, (b) the party seeking disclosure has applied or will apply for its 
own patents on the same or related subject matter, and/or (c) the party's attorneys are involved in the 
prosecution of the party's own patent applications. See , e.g., Ideal Toy Corp. v. Tyco Indus. Inc., 
478 F. Supp. 1191, 1193, 204 USPQ 17, 19 (D. Del. 1979) (Discovery denied even in litigation 
context because patent owner would be prejudiced by informing defendant's counsel of developing 
concepts that defendant could utilize in the prosecution of its own patents); Eagle Comtronics v. 
Arrow Communication Labs, Inc., 305 F.3d 1303, 1314, 64 USPQ2d 1481 (Fed. Cir. 2002) (Counsel 
for plaintiff wrongfully used information obtained under protective order from accused infringer's 



pending patent application to file two new patent applications for plaintiff); Microsoft Corp. v. Multi- 
Tech Sys. Inc., 62 USPQ2d 1794 (D. Minn. 2002). 

The Inventor - David Howard 

The following background information concerning David Howard and his company, 
Unitherm Food Systems, Inc., is provided to assist the Office of Petitions in understanding the true 
nature of Mr. Howard's business relationships with Foster Farms, Carolina Turkeys, and Alkar. 

Included herewith as Appendix B is the Declaration of David Howard. Mr. Howard is the 
president of Unitherm Food Systems, Inc. Mr. Howard moved from the UK to the United States in 

1992. Prior to moving to the U.S., Mr. Howard invented a unique and valuable process (the 
"Unitherm browning process") for browning pre-cooked poultry and meat products (e.g., white, bag- 
cooked whole muscle deli turkey breasts) to produce a naturally roasted appearance. The Unitherm 
browning process involves applying liquid smoke or MAILLOSE (a liquid smoke-type product 
produced from sugar) to the pre-cooked product and then quickly heating the product surface in a 
manner such that very little shrinkage occurs and the product core temperature remains substantially 
unchanged. The Unitherm browning process has been on-sale and in public use in the U.S. since 

1993. (App. B, Howard Declaration, 1-3) 

The Unitherm browning process was recently described and claimed in U.S. Patent No. 
5,952,027, wrongfully obtained by Prem Singh, an employee of Swift-Eckrich, Inc. (Id., 1f 4, Exh. 
1) In an Order entered August 19, 2002 granting partial summary judgment to Unitherm, Chief 
Judge Robin J. Cauthron of the U.S. District Court for the Western District of Oklahoma declared 
the '027 patent invalid in view of the Unitherm process. (Id., If 4, Exh. 2) At trial in March of this 
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year, the jury found that Swift-Eckrich had obtained the '027 patent by fraud on the Patent Office 
and awarded damages and attorney fees to Unitherm on a Walker-Process antitrust claim. (Id., Tf 5, 
Exhs. 3 and 4) 

Mr. Howard and Unitherm have also been recognized for breakthrough achievements and 
discoveries made by Mr. Howard in the field of surface pasteurization. In a study published in the 
Journal Of Food Protection . Dr. Nanditha Gande and Dr. Peter Muriana confirmed the surprising 
effectiveness of a continuous infrared pre-packaging process and a combined pre and post-packaging 
process invented by Mr. Howard, and sold by Unitherm, for surface pasteurizing precooked products. 
(Id., T| 6, Exh. 5, Gande and Muriana Pre-package Surface Pasteurization Of Ready-To-Eat Meats 
With A Radiant Heat Oven For Reduction of Listeria Monocytogenes, Journal Of Food Protection , 
Vol. 66, No. 9, 2003, pgs. 1623-30.) Mr. Howard's pre-packaging process has shown impressive 
commercial success and is the subject of another pending patent application, No. 09/777,472, filed 
by Mr. Howard. Mr. Howard's combined pre and post-packaging process is described and claimed 
in the above-referenced pending application No. 10/369,318 and is the object of the Petition For 
Access filed by Alkar. 

The importance of Mr. Howard's discoveries and achievements were recently recognized in 
Compliance Guidelines issued by the USDA Food Safety Inspection Service (FSIS) to control 
listeria monocytogenes in post-lethality exposed ready-to-eat meat and poultry products. The 
requirements of the agency's final rule provided only three alternative lethality treatments which 
processing plants can use in their mandatory listeria control programs. One of these procedures is 
the Unitherm pre/post-packaging process invented by Mr. Howard. The guidelines also cite and 
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adopt the Gande and Muriana study. {Id,, \ 7, Exh. 6, pgs. 1-4, 10, and 1 1) Moreover, the Unitherm 
infrared process is the only pre-packaging process endorsed in the FSIS guidelines. 

As already mentioned, Alkar's petition seeks access to Mr. Howard's pending application 
No. 10/369,318, having claims covering a combined pre and post-packaging surface pasteurization 
process. As discussed in the pending application, the pre-packaging and post-packaging steps of the 
combined method will preferably not cause any substantial shrinkage and will not significantly 
increase the core temperature of the product. The pre-packaging step of the combined procedure will 
most preferably be conducted using Unitherm' s continuous infrared surface pasteurization system. 
However, the pre-packaging step can alternatively be accomplished using an appropriately modified 
version of the Unitherm browning process. 

In addition to being more effective than the post-packaging pasteurization processes 
attempted heretofore, Mr. Howard's combined pre/post-packaging process provides significant cost 
savings. Mr. Howard's pre/post process can, for example, reduce or eliminate the need for 
supplemental chemical treatments. More importantly, Mr. Howard's inventive pre/post process can 
effectively accelerate the post-packaging step to such a degree that a standard product bag can be 
used. In contrast, prior post-packaging pasteurization procedures have required the use of a high 
abuse product bag which costs about 20 cents more than the standard product bag. {Id., f 8) 

All of Mr. Howard's pending patent applications contain valuable proprietary and/or trade 
secret information which goes beyond the information contained in the Gande and Muriana study 
and which is not known by Unitherm' s competitors. Unitherm intends to keep all such information 
confidential to the fullest extent possible, unless and until patents are granted therefor. 
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Foster Farms 

Petitioner Alkar asserts that Mr. Howard's communications with Foster Farms were 
"unsolicited" and implies that Foster Farms is a customer of Alkar, not of Unitherm. Alkar' s 
portrayal of Unitherm's relationship with Foster Farms is misleading and disingenuous, to say the 
least. 

Foster Farms purchased an in-line browning system from Unitherm in 1997 (Id., ^ 9, Exhs. 
7A-7D) The system includes a Unitherm RapidFlow circulating air oven and is used by Foster 
Farms to brown pre-cooked deli turkey breasts in accordance with the Unitherm browning process. 

In August, 2001, Foster Farms sent Unitherm a purchase order agreement for a post- 
packaging pasteurizer system. (Id., ^ 10, Exh. 8) The system was to be used to pasteurize packaged 
product that had been browned in the Unitherm browning system. (Id., pg. 4.) However, as 
reflected by the fact that special high temperature abuse bags would be required in the post- 
packaging process with a water residence time of 90-150 seconds, it was not contemplated that the 
Unitherm browning system would be modified to provide a pre-packaging surface pasteurization step 
which would be used in combination with the post-packaging system. (Id.) 

Unitherm signed the Foster Farms purchase agreement on September 25, 2001 (Id., pg. 15) 
and issued a sales order. (Id, Exh. 9) Foster Farms then canceled the order. (Id., If 12, Exh. 10) 
Until about March 2002, Unitherm was not aware that Alkar or anyone else was bidding against 
Unitherm for the sale of the post-packaging pasteurizer. Rather, Foster Farms told Mr. Howard that 
it had been forced to cancel its order with Unitherm because Foster Farms had fallen on hard times. 
(Id.) Unitherm had even been assisting Foster Farms in working with Oklahoma State University 
to establish appropriate post-packaging protocols for the Foster Farms plant. (Id.) 
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In this same context, at the end of 2001 or the beginning of 2002, Mr. Howard told Tim 
McConnell of Foster Farms that he had developed an effective combination pre/post-packaging 
pasteurization process which would preferably be performed using a Unitherm infrared system but 
could alternatively be accomplished with appropriate modification of the Unitherm browning 
process. (Id., f 13) Unitherm faxed a letter to Tim McConnell of Foster Farms on May 12, 2003 
offering to license this patent pending pre/post-combination process for one cent per pound. 
(Petitioner's Exh. A) The benefit to Foster Farms is obvious. By simply allowing Foster Farms to 
use a standard product bag rather than a high abuse bag, the inventive process could reduce Foster 
Farms' overall cost for producing nine pound deli turkey breasts by eleven cents each. At the time 
Unitherm sent this letter, certain claims had been allowed in Mr. Howard's pending patent 
application No. 09/777,472 for the infrared pre-packaging process. 

Mr. Howard's letter to Mr. McConnell speaks for itself. The letter is very cordial. Mr. 
Howard does not claim to have obtained any patent rights in the pre/post-pasteurization process, or 
in any other process. Nor does Mr. Howard demand that Foster Farms stop using any current 
process. Nor does Mr. Howard demand that Foster Farms not adopt any new processes. Mr. Howard 
does not even suggest any potential dispute or litigation in the future. Moreover, Unitherm had no 
belief that Foster Farms was using any pre/post process or that Foster Farms had any intention of 
using any pre/post process in the future. (App. B, Howard Declaration, ^ 14) 

Contrary to other bogus assertions made by Alkar, the letter to Mr. McConnell does not state 
or even suggest that the license offered by Unitherm would require the purchase of any Unitherm 
equipment. Rather, Unitherm simply offered to license its technology for a royalty amounting to less 
than the packaging savings alone. Alkar and Foster Farms both plainly know that the Unitherm 
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license offer did not require that any equipment be purchased from Unitherm or that Foster Farms 
would be required to stop using whatever equipment it purchased from Alkar. (Id.) 

Also contrary to Alkar's allegations, Mr. Howard's letter neither mentions Alkar nor 
disparages any of Alkar's products. In fact, the letter has nothing to do with Alkar or any post- 
packaging pasteurizer which Alkar may have sold Foster Farms. Alkar also admits on page 6 of its 
brief that the Alkar pasteurizer does not and cannot perform all of the process steps discussed in Mr. 
Howard's letter. Nor does Alkar indicate that it has ever attempted to sell or that it urged or 
attempted to induce Foster Farms to somehow assemble or use such a process. 

Foster Farms' response to Mr. Howard on June 12, 2003 also belies Alkar's allegations. 
(Petitioner's Exh. C.) This letter was also very cordial. There was no or hint or suggestion 
whatsoever that Foster Farms was concerned about any process it was presently using or may have 
intended to use in the future. The letter provided no indication that Foster Farms perceived any kind 
of threat from Unitherm. Rather, Foster Farms indicated that it would be interested in discussing the 
new Unitherm technology and the letter shows that Foster Farms understands technology licensing. 
Foster Farms boasted that it was actively involved in licensing its own technology. 

Finally, Alkar states that Unitherm has not provided any further information to Foster Farms 
regarding its "asserted patent rights." However, aside from the fact that Unitherm has never asserted 
any patent rights in this process, the petitioner also failed to mention the very threatening letters 
which the petitioner sent to Unitherm. (App. B, Howard Declaration, Exhs. 15 and 16) Nor did the 
petitioner provide copies of its letters, or of Unitherm's responses thereto. (Id. 9 Exhs. 17 and 18) 
The petitioner's efforts to intimidate Unitherm and force Unitherm to disclose its proprietary trade 
secrets and know-how are discussed hereinbelow. 


Carolina Turkeys 

In contrast to its discussion of Foster Farms, Alkar does not even attempt to suggest that the 
information which Unitherm provided to Carolina Turkeys was unsolicited. Pursuant to discussions 
in November 2002 between Mr. Howard and Jay Jandrain of Carolina Turkeys, Mr. Howard faxed 
Mr. Jandrain a quote for a Unitherm combination pre/post-pasteurization system on December 9, 
2002. {Id., U 1 5, Exh. 11) The assembly employed a Unitherm continuous infrared system in the pre- 
packaging pasteurization step. Mr. Howard also informed Mr. Jandrain that he could obtain data 
confirming this process from Dr. Peter Muriana at Oklahoma State University. The system quoted 
on December 9, 2002 was sized for processing 55 pieces per minute. Mr. Howard sent Mr. Jandrain 
a second letter on December 20, 2002 pricing an otherwise identical system sized for processing 65 
pieces per minute. {Id., Tf 16, Exh. 12) 

As indicated in Alkar' s Exhibit G, Dan Blackshear and other employees of Carolina Turkeys 
saw Unitherm 's infrared pre-packaging and pre/post-packaging surface pasteurization processes on 
display at the Atlanta Poultry Show in January 2003. At that time, Mr. Howard also mentioned that 
patent applications were pending on these processes. (App. B, Howard Declaration, ^ 17) 

Subsequent to the trade show, Mike Bliss of Carolina Turkeys informed Mr. Howard that 
Carolina Turkeys had decided not to pursue the Unitherm pre/post system. However, it was Mr. 
Howard's understanding, based upon this conversation, that Carolina Turkeys had decided to 
duplicate Mr. Howard's pre/post process using a Unitherm-type browning system in the pre- 
packaging pasteurization step. (Id., If 18) Mr. Howard sent letters to Mr. Jandrain, Mr. Blackshear, 
and Mr. Bliss noting that the claims then pending in Mr. Howard's application would read on a 
pre/post-pasteurization method of this type and offering to license this technology for one cent per 
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pound. Mr. Howard did not indicate that any patent rights had yet been obtained and did not demand 
that Carolina Turkeys stop using any process or not adopt any new processes in the future. Rather, 
Mr. Howard simply indicated that he wished to avoid any conflict at a later date. In all other aspects, 
the letter sent to Carolina Turkeys did not differ in any significant way from Mr. Howard's letter to 
Foster Farms. {Id. and Petitioner's Exhs. D, F, and G.) 

In any event, Unitherm's discussions and correspondence with Carolina Turkeys are 
completely moot and are irrelevant to Alkar's petition for access. After receiving the letter which 
Mr. Howard sent on June 11, 2003, Mr. Bliss informed Mr. Howard that Mr. Howard's 
understanding of Carolina Turkey's future intentions was incorrect and that Carolina Turkeys was 
not planning to implement a pre/post-pasteurization process comprising the steps outlined in Mr. 
Howard's letters. (App. B, Howard Declaration, U 18) Moreover, in Alkar's Exh. F, Mr. Bliss 
confirms in his own handwriting that Mr. Howard's previous understanding of Carolina Turkeys' 
intentions was incorrect and that Carolina Turkeys has no plans to use a "browning oven" as a pre- 
pasteurizer. (Petitioner's Exh. F.) 

The Petitioner- Alkar-RapidPak, Inc. 
Alkar is a competitor of Unitherm. In April of this year, Alkar's president contacted David 
Howard and indicated that Alkar was interested in purchasing Unitherm. (App. B, Howard 
Declaration, If 19, Exh. 13) In the course of these discussions, Alkar informed Mr. Howard that 
Alkar had filed its own patent application(s) for surface pasteurization and had been actively seeking 
to license this technology. {Id,, If 19, Exhs.13 and 14) It is Unitherm's belief that the Alkar attorneys 
who filed this petition are also responsible for prosecuting Alkar's pending patent application(s) for 
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surface pasteurization. Of course, because Alkar and Unitherm are competitors in this field, any 
potential customers contacted by Alkar concerning its patent pending technology would also be 
existing and/or potential customers of Unitherm. 

On July 1 and July 30, 2003, Alkar sent letters to Mr. Howard accusing Mr. Howard and 
Unitherm of asserting patent rights to prospective and current customers of Alkar and also accusing 
Unitherm of attempting to coerce Alkar' s customers to purchase equipment from Unitherm instead 
of purchasing equipment from Alkar. {Id., Exhs. 15 and 16) As shown above, these accusations are 
plainly false. 

Unitherm responded to Alkar' s allegations in letters mailed July 18, 2003 and August 11, 
2003. (Id., Exhs. 17 and 18) In the August 11, 2003 letter, Unitherm summarized the essential 
points in this matter as follows: 

• Unitherm has not yet obtained any issued patents for its surface pasteurization 
technology. 

• Unitherm has never claimed to have yet obtained any patents for its surface 
pasteurization technology. 

• Unitherm is not aware of anyone in the industry that has used or is presently using 
a combined pre and post-pasteurization process of the type called for in Unitherm's 
pending patent applications. 

• Unitherm has never threatened to take any legal action against anyone for any reason 
concerning Unitherm's proprietary surface pasteurization technology. 

• Unitherm has never "coerced" any customer of Alkar. 

• Unitherm has not disparaged Alkar or its products. 

• Unitherm is under no obligation to disclose, and will not be bullied or coerced into 
disclosing, its proprietary surface pasteurization technology and information to its 
competitors. 
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Unitherm also noted that: 

We are also puzzled by your apparent contention that it is somehow improper for 
Unitherm to offer licenses for proprietary technologies which have not yet been 
patented. Such contention would clearly not be correct and would also conflict with 
Alkar' s own recent attempts to generate interest in the licensing of its purported 
proprietary technology for pasteurizing wieners. 

Alkar has not presented any affidavits or documents refuting any of the points made in 
Unitherm' s letters of July 18 and August 11, 2003. Nor has Alkar presented any affidavits or 
documents establishing that Unitherm has ever demanded that anyone either stop using any current 
processes or not adopt any new processes in the future. In addition, Alkar has not presented any 
affidavits or documents supporting its bald assertions that it has suffered any actual damage. Rather, 
Alkar's own documents prove that (a) Alkar made sales to Foster Farms and Carolina Turkeys, (b) 
no sales were lost, and (c) none of the terms or conditions of Alkar's original sales agreements have 
changed. 

Alkar simply wishes to fish through Mr. Howard's patent applications and learn Unitherm's 
trade secrets and proprietary information. The only "threat" for which Alkar is concerned is the 
"threat" of competition, particularly from a much smaller, innovative company like Unitherm. 
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Conclusion 

In view of the above, Applicant respectfully submits that Alkar's petition for access to the 
pending patent application of David Howard should be denied. 


Respectfully submitted, 



/z/3/0 ? 


Dennis D. Brown 
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A petition for access was filed by Rick L. Abegglen attorney for ALKAR-RapidPak for access to 
certain application(s) on November 7, 2003 concurrently with a protest under 37 C.F.R. 1.291. 

The petition was filed with proof of service upon applicant. Accordingly, a copy of the petition is 
not included herewith. 

A review of Office records indicates that the above-identified application is the intended 
application. If this determination is incorrect, Applicant should indicate which application(s) are 
the correct application(s). 

The petition refers to 37 C.F.R. 1.14Q), which was modified on June 30, 2003, to become 
paragraph 1.14(h) effective July 30, 2003. See 68 FedReg. 38611 at 38625. 

A member of the public may be entitled to access if "special circumstances" are shown which 
warrant a grant of access under 35 U.S.C. § 122. See Manual of Patent Examining Procedure 
(MPEP), Section 103. Assuming, arguendo, that David Howard has filed such an application, the 
use of such application to interfere with the business of others may be such special circumstances. 
Ex parte Bonnie-B Co. Inc., 1923 CD. 42; In re Application for Trimless Cabinets, 128 USPQ 95 
(Comm'r Pats. 1960); and In re Crossman, Kenrick, and LeMieux, 187 USPQ 367 (PTO Sol. 
1975). 

Petitioner urges that access should be granted to the above-identified application because of 
alleged interference in their business which they believe constitutes special circumstances. The 
interference described in the petition is a series of letters from David Howard of Unitherm Food 
Systems, Inc., Carolina Turkeys and Alkar inviting the licensing of Unitherm' s technology and 
identifying certain activities that allegedly infringe rights to be conveyed by theabove-identified 

RECEIVED 

DEC 0.5 2003 


OFFICE OF PETITIONS 
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application. 

Applicants are hereby given THREE WEEKS from the date of this letter to file an opposition to 
this access request. If applicants reply within the three week period, applicants' comments will be 
considered in deciding the petition. See MPEP section 103. 

Correspondence with respect to this matter should be addressed as follows: 


By mail: Mail Stop Petition 

Commissioner for Patents 

P.O. Box 1450 

Alexandria, VA. 22313-1450 

By fax: (703) 872-9005 

Attn: Access Reply Letter 

By hand : Office of Petitions 

2201 South Clark Place 
Crystal Plaza Four, Suite 3C23 
Arlington, VA 22202 

Telephone inquiries should be directed to Michael L. Lewis at (703) 306-5585. 



I Senior Legal Advisor 
Office of Patent Legal Administration 
Office of the Deputy Commissioner 
for Patent Examination Policy 
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DECLARATION OF DAVID HOWARD 


I, David Howard, declare that the following statements are based upon my personal 
knowledge and that they are true to the best of my knowledge and belief. 

1 . I moved from the United Kingdom to the United States in 1 992. I presently reside 
in Tulsa, Oklahoma. 

2. I am the president of and the custodian of documents and records for Unitherm 
Food Systems, Inc. 

3. Prior to moving to the U.S., I conceived and successfully performed a process (the 
"Unitherm browning process") for browning pre-cooked hams and other pre-cooked whole 
muscle meat and poultry products without substantially shrinking and without substantial 
increasing the internal core temperatures of the products. The Unitherm browning process has 
been on-sale and in public use in the U.S. since 1993 and involves applying liquid smoke or 
MAILLOSE (a liquid smoke-type product produced from sugar) to the pre-cooked product 
followed by heating the product in Unitherm 's RapidFlow continuous circulating air oven. 

i RECEIVED 

DEC 0 5 2003 
OFFICE OF PEtmONS 


4. The Unitherm browning process is described and claimed in U.S. Patent No. 
5,952,027 (Exhibit 1 to this Declaration), issued to Prem Singh of Swift-Eckrich, Inc. Exhibit 2 
is an Order of partial summary judgment for Unitherm entered August 19, 2002 declaring the 
'027 patent invalid in view of the Unitherm process. 

5. Exhibits 3 and 4 are Judgments awarding damages and attorney fees to Unitherm 
against Swift-Eckrich on a Walker-Process antitrust claim. These judgments were entered 
following a trial in March 2003 wherein the jury also found that Swift-Eckrich obtained the c 027 
patent by fraud on the Patent Office. 

6. Exhibit 5 is a copy of Gande and Muriana, Pre-Packaged Surface Pasteurization 
Of Ready-To-Eat Meats With A Radiant Heat Oven For Reduction Of Listeria Monocytogenes . 
Journal of Food Protection, Vol. 66, No. 9, 2003, pgs. 1623-30. The article describes and 
provides the results of a study conducted at Oklahoma State University of (a) a continuous 
infrared pre-packaging surface pasteurization process and system which I invented and which is 
described and claimed in my presently pending U.S. Patent Application No. 09/777,472 and (b) a 
combined pre and post-packaging surface pasteurization process which I invented and which is 
described and claimed in my above-referenced pending U.S. Patent Application No. 10/369,318 
and which is the object of the Petition For Access filed by Alkar-RapidPak, Inc. 

7. Exhibit 6 is a copy of the recently issued USDA-Food Safety Inspection Service 
(FSIS) Compliance Guidelines to Control Listeria Monocytogenes In Post-Lethality Ready-To- 
Eat Meat and Poultry Products. The agency's final rule cites the Unitherm pre/post-packaging 
process which I invented as one of only three alternative lethality treatments which processing 
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plants can use in their mandatory Listeria control programs. The agency guidelines also cite and 
adopt the Gande and Muriana study. 

8. In addition to the effectiveness of my pre/post-packaging process as confirmed in 
the Gande and Muriana study, the pre/post process can provide significant cost savings by (a) 
reducing or eliminating supplemental chemical treatments and (b) accelerating the post- 
packaging pasteurization step to such a degree that a standard product bag rather than a costly 
high abuse bag can be used. The cost differential benefit realized by the use of standard product 
bags rather than high abuse bags is presently approximately 200 per bag. 

9. Exhibits 7A- 7D are a Foster Farms purchase order, a sales order, a Unitherm 
invoice, and the first of three Foster Farms payments showing Unitherm's sale of a Unitherm in- 
line browning system to Foster Farms in 1997 for browning pre-cooked, nine pound, deli turkey 
breasts using the Unitherm browning process. 

10. Exhibit 8 is a Purchase Order from Foster Farms to Unitherm dated August 28, 
2001 for a Unitherm post-packaging pasteurizer system. As reflected on page 4, the system was 
to be used to pasteurize packaged product which has been browned in the Unitherm browning 
system which Foster Farms had previously purchased. As reflected by the fact that special high 
temperature abuse bags were to be used and that the water residence time in the post-packaging 
process was to be 90-150 seconds, no modification of the Unitherm browning system was 
contemplated which would provide an effective pre-packaging surface pasteurization step to be 
used in combination with the post-packaging system. Unitherm signed the Purchase Order 
agreement on September 25, 2001. 
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1 1 . Exhibit 9 is a Sales Order issued by Unitherm on September 25, 2001 for the sale 
of the Unitherm post-packaging pasteurizer system to Foster Farms. 

12. Foster Farms then cancelled its order for the Unitherm post-pasteurizer on about 
October 1, 2001. Exhibit 10 is an October 1, 2001 Fax Transmittal from me to Phil Green and 
Shawn Pliska of Foster Farms acknowledging Foster Farms' cancellation of the order. Until 
about March 2002, 1 was not aware that anyone was bidding against Unitherm for the sale of the 
post-pasteurizer. Rather, as reflected in the October 1 Fax Transmittal, I was told by Foster 
Farms that Foster Farms had fallen on hard times and was thus forced to cancel the order. 
Unitherm had also been assisting Foster Farms in working with Oklahoma State University to 
establish appropriate post-packaging protocols for the Foster Farms processing facility. 

13. At the end of 2001 or the beginning of 2002, 1 told Tim McConnell of Foster 
Farms that I had developed an effective combination pre/post-packaging pasteurization process 
which would preferably be performed using the Unitherm infrared system but could alternatively 
be accomplished with appropriate modification of the Unitherm browning process. 

14. Exhibit A to Alkar's petition is a letter which I faxed to Mr. McConnell on 

May 12, 2003 offering to license my patent pending pre/post-combination process technology for 
10 per pound. At no time have I claimed to have yet obtained any patent rights in my surface 
pasteurization processes. Nor have I demanded that anyone stop using any current pasteurization 
process or that anyone not adopt any new processes. Nor have I threatened anyone with any 
litigation, either in the present or in the future. Nor have I demanded that any licensee of the 
Unitherm process must purchase any Unitherm equipment or must not purchase or must stop 
using any equipment supplied by others. Also, at the time of my letter to Mr. McConnell, I had 
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no belief that Foster Farms was using any combined pre/post-packaging pasteurization process or 
had any intention of using any pre/post process in the future. 

15. Exhibit 1 1 is a quote which I e-mailed on December 9, 2002 to Jay Jandrain of 
Carolina Turkeys for a Unitherm combination pre/post-pasteurization system. The quote was 
sent pursuant to discussions which I had with Mr. Jandrain in November 2002. 

16. Exhibit 12 is a quote which I e-mailed to Mr. Jandrain on December 20, 2002 for 
a larger pre/post-pasteurization system. 

17. As indicated in Exhibit G to the petitioner's brief, Dan Blackshear and other 
employees of Carolina Turkeys saw Unitherm's infrared pre-packaging and combined pre/post- 
packaging surface pasteurization processes on display in January 2003 at the Atlanta Poultry 
Show. At that time, I informed them that patent applications were pending on these processes. 

1 8. After the Atlanta show, I was informed by Mike Bliss of Carolina Turkeys that 
Carolina Turkeys had decided not to pursue Unitherm' s pre/post system. However, it was my 
understanding based on this conversation that Carolina Turkeys intended to duplicate the 
Unitherm pre/post process using a Unitherm-type browning system in the pre-packaging 
pasteurization step. I noted this in letters (Petitioner's Exhibits D, F, and G) which I 
subsequently sent Carolina Turkeys and also noted that it was my objective to avoid any conflict 
at a later date. In response, I was informed by Mr. Bliss that my understanding was incorrect and 
that Carolina Turkeys was not planning to implement a pre/post-pasteurization process 
comprising the steps indicated in my letters. 

19. In April 2003, Alkar's president contacted me and indicated that Alkar was 
interested in purchasing Unitherm. Exhibit 13 is a confidentiality agreement which Alkar's 
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president signed in order to receive Unitherm financial information. In the course of these 
discussions, Alkar's president informed me that Alkar had filed its own patent applications for 
surface pasteurization and was actively seeking to license this patent pending technology. 
Exhibit 14 is an Alkar advertisement which I received wherein Alkar claims patent pending 
status for its "RapidPak Flash Pasteurization" technology. 

20. Exhibits 15 and 16 are letters dated July 1 and July 30, 2003 which I received from 
petitioner Alkar's attorney. 

2 1 . Exhibits 1 7 and 1 8 are responses which Unitherm sent to petitioner Alkar on July 1 8 
and August 11,2003 

I declare that all statements made herein of my own knowledge are true, all statements made 
herein on information and belief are believed to be true, and further that these statements were made 
with the knowledge that willful false statements and the like are punishable by fine or imprisonment, 
or both, under 18 U.S.C. 1001. 


DAVID HOWARD 
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[57] ABSTRACT 

A method of producing -a crisp surface and imparting a 
uniform goldca-browh color to a precooked whole muscle 
meat product by coating at least a portion of the surface of 
a precooked whole muscle meat product with a browning 
liquid pyrolysis product. The coated surface is then exposed 
to in energy source that selectively heats the coated surface 
of the whole muscle meat product at a temperature and for 
a time sufficient to develop a golden-brown color on the 
exposed surface, without substantially shrinking the pre- 
cooked whole muscle meal product. 

36 Claims, No Drawings . 
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METHOD FOR BROWNING PRECOOKED, 
WHOLE MUSCLE MEAT PRODUCTS 

BACKGROUND OF THE INVENTION 

1. Field of Ihe Invention 

This invention relates to a method for preparing food 
products. In particular, it relates to a method for browning 
precooked, whole meat muscle products. 

2. Description of Related Art 

There exists a strong consumer demand for precooked, 
whole muscle meat products, such as precooked meat, 
poultry, and fish products having the appearance, texture, 
and taste of products that arc naturally smoked or baked or 
roasted in a home-style oven. For example, consumers place 
a premium on precooked, whole muscle meat products that 
have Ihc same golden brown color, crisp surface, and moist 
interior as their home-cooked counterparts. 

While the consumer demand for such precooked products 
is dramatically increasing because of the products' 
convenience, consumers also demand that these products be 
healthful, nutritional, and low in fal. Consequently, to satisfy 
these sometimes conflicting demands, and to be successful 
in the marketplace, products must not only have the 
appearance, texture, and taste of their home-cooked 
counterparts, but they also must be wholesome. 

It has proved especially difficult to prepare precooked, 
whole muscle meal products, such as precooked deli turkey 
breasts, chicken nuggets, pork chops, and the like having a 
golden brown color on a crispy surface. A conventional 
approach has been to deep fry these products in various 
kinds of edible seed oils such as cotton seed oil, peanut oil, 
com oil, coconut oil, sunflower seed oil, etc. at temperatures 
in the range of from about 300* to about 450° F. (from about 
150° to about 230' C). Deep frying produces a desirable 
browning on the surface of the meat product through a 
reaction known as the MaiUard Browning Reaction. The 
Maillird Browning Reaction takes place when common 
elements of the food product, such as amino acids, sugars, 
collagen and even minerals, react in a complex manner. 
Furthermore, deep frying produces a crisp surface while 
leaving a moist interior. 

There arc numerous drawbacks to decp-frying foods, 
however. They include a residual oily flavor and mouthful, 
as well as the adverse characterization of the product as 
bciog a high fat product, because of the oil that remains 
embedded in the product's surface. Moreover, the oil can 
degrade over time, thereby, affecting the product's shelf-life 
and taste. Tbc use of the high-temperature oil also gives rise 
to safety concerns, by creating the potential for fires or 
bums. 

Another conventional approach to browning precooked, 
whole muscle meat products begins with the application to 
the surface of the meal products of certain browning liquids 
produced by pyrolyzing wood or cellulose, such as "liquid 
smokes." The pyrolysis products develop a brown color on 
the product surface when the coaled product is heated for 
about two hours to about six hours in a batch-type oven at 
a temperature of from about 120° to about 212° F. (from 
about 50* to about 100° C.) or for about ten minutes to about 
forty-five minutes in a circulating air oven or impingement 
.air oven at a temperature from about 250° to about 600* F. 
(T^nTlbout 120° to about 320" C). Useful liqmd^sajpkc 
products are disclosed in HoUenbcck U.S. Pal. No. 3,iO<5, 
473 and Underwood U.S. Pat. No. 4,876,108. The pyrolysis 
products, however, impart a smoky taste. Obviously, there 


1,027 

2 

arc delicately flavored meal products, such as poultry and 
fish products, where a smoke flavor is not desired, so that the 
use of liquid smokes docs not provide a viable alternative. 
Recently, there have been developed browning liquid 
5 pyrolysis products from sugars, such as fructose and dex- 
trose. The smoky tasle of the sugar pyrolysis products is 
greatly reduced, but not always elimiaated. These .products 
arc described in Underwood U.S. PaL Nos. 5^97^82, 
5,292^41, 5,039,537, and 4,994,297. For example, U.S. Pat. 
to No. 5,397,582 describes coaling a precooked sausage and 
then browning the coated sausage by healing in a microwave 
oven for about two minutes. While the sausage is browned 
by the sugar pyrolysis products, the color is not the golden 
brown associated with products that arc naturally smoked or 
15 baked or roasted in a home -style oven. 

Significant drawbacks remain with the conventional 
method of browniag whale meat muscle products, even with 
these sugar pyrolysis products; Nat only does their residual 
taste remain factor, but after being heated to temperatures of 
30 from about 120* to aboul 600* F.. the meal products lose a 
significant amount of water that can adversely affect their 
taste and appearance. 

Further, the uniformity of browning obtained the with 
pyrolysis products and the retention aad stability of the 
brown coating, as well as the color itself, is less than 
desirable. Slill further, because tbc wbolc meat muscle 
products arc heated at elevated temperatures for relatively 
long periods of time, the growth of microbes is facilitated, 
thus decreasing the shelf-life of the browned whole muscle 
products. It is a further disadvantage of heating wbolc meat 
muscle products at elevated temperatures for relatively long 
periods of time thai large amounts of heat arc captured by the 
product. The product must then be chilled, i.e., the large 
JS amount of heal removed. Typically, chilling requires i 
lengthy, capital-intensive chill tunnel. 

Thus, there remains a definite need for an effective 
method for browning precooked, whole muscle meal prod- 
ucts to produce products having the appearance, texture, and 
w taste of their naturally smoked or home-style baked or 
roasted counterparts. There remains a further definite need 
for an effective method for crisping and browning the 
surface of precooked, whole muscle meat products without 
deep frying. There remains a still further definite need for an 
t5 - effective method for browning mi Id -Savored or flavorless 
precooked, whole muscle meat products without imparting 
a smoke y or other unwanted flavor. There remains a still 
further definite need for an effective method for crisping and 
browning tbc surface of precooked, whole muscle meat 
f 0 products that does not cause the products to shrink and their 
interior to become dried-out. There remains a still further 
definite need for an effective method for preparing whole 
muscle meat products having a uniform golden-brown color 
that is siablc and retained throughout the life of the product. 
tJ There remains a still further definite need for an effective 
method for crisping and browning a whole muscle, meat 
product that docs not adversely affect the shelf-life of the 
meat product and docs Dot require the removal of great 
amounts of heat lo chill the product. The present invention 
M satisfies these and other needs and provides further related 
advantages. 

SUMMARY OF THE INVEN*nON 
The present invention, which addresses the above needs is 
65 embodied in a method of producing a crisp surface and 
imparting a uniform golden-brown color thai is stable and 
retained throughout the life of a precooked, whole muscle 


ADD. 31 


5,952,027 


3 


4 


meat product without parting on objectionable smoky and inosported pas a scnes of hot water (e.g., Emm about 

aavor^lout forming Zuy site, without substantially WT to about 2L2' F.) or steam showers for a period of from 

siring the meat piquet, and without adversely affecting about tea to about Amy seconds. Tnc showers removctbc 

the shelf life of the meat product, but instead, increasing the gelatin purge formed on the surface of the meat prochict 

Thdnife and sensory anility of the product. la some 3 during cooking. It has been found that the inventive method 

iSL£ a p^oW whole musde meat product, is more effective if the browning liquid pyrolysis product it 

chicken break, or chicken ougget, a ham product, a pork product and not to an mtermedaate gelatin layer. Direct 

product, or a fish product, is pruned to remove free water application promotes penetration of the brawuDg hquid 

foniissurfice In accordance with the inventive method, at 10 pyrolysis product into the meat tissue and facilitates the 

least i portion of the surface of the pre-cooked whole muscle subsequent Milliard Browning Reaction, 

meal product is coated with a browning liquid pyrolysis After the gelatin purge is removed, the meat product is 

product. The coated surface is then exposed to an eocrgy predried by circulating hot air around the product or by 

source that selectively beats the coated surface of the whole exposing the product to infra-red radiation. It is also been 

muscle meal product at a temperature and for a time suffi- 15 found that when the free water on the surface of the meat 

cicat to develop a golden brown color on the exposed product is removed by prcdrying. the Maillard Browning 

surface, without substantial shrinkage of the precooked, Reaction is enhanced. 

whole muscle meat product. At least a portion of the surface of the (bus dried, 

Suitable energy sources include circulating air ovens, precooked, whole meat muscle product is then coaled with 

impingiag air uvens, laser light sources, medium wavelength ™ 0DC 0 r more of any suitable browning liquid pyrolysis 

energy infra red radiation sources, and sources of microwave product, such as the browning liquid pyrolysis products 

radiation. In some embodiments, the energy sources create commercially available from Red Arrow Products Company, 

an environment having i temperature greater than about 60' inc. Manitowoc, Wis. and described in Hollenbcck VS. Pat. 

C And in some embodiments, the temperature at the core of No. 3.106,473 and Underwood U.S. Pat. Nos. 5,397,582. 

the meat product is initially less than about 5* G. while after * 5f2 92^41, 5,039,537. 4,994,297, 4.876,108. which patents 

the meat product has been browned, the temperature at the vc herein incorporated by reference. Products useEul in 

core of the meat product remains at less than about 13* G accordance with the inventive method include browning 

In some embodiments, the browning liquid pyrolysis liquids obtained from the pyrolysis of hardwoods such as 

piuTST obS from £ pyrolysi/of hardens or ST-300 liquid smoke and SELECT 24P liquid smoke bo* 

Jt% based on the weight of the precooked, whole muscle Manitowoc. WU.. as well as b ^f^^^?^ 

meat product of the browning liquid is applied to the surface the pyrolysis of sugars such as MAILLOSE carmel colonng, 

Jlhe^at product. Also in »«e embodiments, the brown- also available from Red Arrow Products Company. Inc. 

ing liquid pvrolysis product contains a masking ageot or Manitowoc, Wis. 

flavoring enhancing composition. In some embodiments The concentration of the commcraally available products 

where the whole muscle meat product is t turkey breast, (he varies depending on the particular browning liquid pyrolysis 

browning liquid pyrolysis product contains from about G\5 product, the particular whole muscle meal product to be 

to about 15 wt. % turkey flavor or turkey broth or a mixture ireated, Ihc particular conditions for the Maillard Browning 

of the two as the masking agent or flavoring enhancing Reaction, and the desired final color. For example ^Mafilose 

composition b used without any dilution up to about 80 vol. % dilution 

Ofter features and advantages of the present invenlioo with water. The higher the concentration of the Mafllose or 

wi^b com^p" rent 2 the following detailed other browning liquid pyrolysis product, the darker golden- 

Iscriptron, whicMUustrates by way of example, the prin- brown the find, whole meat muscU product, 

ciples of the invention. «, Io »oc embodiments, a masking agem or flavoring 

enhancing composition is included with the browning liquid. 

DETAILED DESCRIPTION' OF THE p or example, in those embodiments where the meat product 

PREFERRED EMBODIMENTS * a precooked turkey breast, from about OS to about 15 wt. 

. t , cl hirV-ev flavor or turkcv broth or a mixture of the two can 

Any whole do. muscle product «o be advantageously % "™ ^ . ± „ iad olher fllvora 

browned in accords with the u,vent,ou. R<P"™<"" » * ^ , b^SLdTte hiring liquid » give a roasted 

whole men muscle products include poultry, Beit, and fish =*> »«o oc * * * 

products, such as turkey breasts, chickeo breasts, chicken »«» ««*•«■ fl * vo '°' , * ... 

nuWbam products, pork products, and the like. The The browning liquid is applied to at least a portion of the 

Z^S^Bica be precooked by any surface of the precooked, whole muscl. ,mea, product by any 

^^dl^T^tel methods' include initially „ suitable method, such as by dipping, brushing 

smffing a raw whole muscle meat product into a polymeric The amount of brownutg Uquid to b« applied to J*™** 

bag and then sealing the bag. Alternatively, the raw whole will depend on the particular ^? 

muVdt meat product is formed in a mold. The raw meat liquid, meat product, and 0°>or d«ed/ 

product is then cooked in a smoke bouse, or steam box. or readily determinable by » skilled "^ IV**" 

circulating air oven. After cooking, the whole muscle meat M experimentation. T^y. *e ^°unt ° f tK'vtan 

produa is chilled by showering with cold water followed by ranges from about 0.05 to about 1.0 wt. %. preferably from 

cooling with chilled air to reduce its equiUbrium temperature about 0.1 to about O S wt %. and mor ■ P^l' «» 

■C less .ban about 40" F. (less tb.c about 5* C). The thus about 0. 15 wt. % to about OJ wt. %. based on the wc.ghl of 

proofed, chilled, wbolc muscle meat produa- is .then the precooked/ whole muscle meat product. ; 

removed from the polymeric bag or mold. " 65 The surface of the meal product is then browned and 

la some embodiments, the precooked, whole muscle meat crisped using an energy source that selectively he.81 ius 

product is then placed on a continuously moving conveyor coated surface. In preferred embodtmects, the energy source 
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selectively heals and dehydrates the surface of tbc meat applied to the surface of tbe turkey breast to form a coaling 

product by creating aa environment having a temperature weighing 0.03 pounds (0.4 wt % based oo the weight of the 

greater than about 60* C, preferably from about. 100* C. to uncoated turkey breast). 

about 290* C, and more preferably from about 150 # C. to Jh c coated turkey breast was then placed in a circulating 

about 260* C. In those embodiments where tbe precooked 5 a ^ 0 veo. The turkey breast was browned with for eight 

meat product has been kept at lis chilled equilibrium tern- minutes wiih by circulating air heated to 570" F. past both 

pcralure of less than about 5° C, the selective healing me l0 p 2nd the bottom of the product The following 

maintains the core of the meat product at a temperature less temperature measurements were recorded: 

than about 13° C, preferably less than about 8" C, and most Temperature before browning 40" F. 

preferably less than about 5' C 10 Tcmpcrature y . bdow 5Urfacc during brownillg 104 - p. 

In one preferred embodiment, the coated meat product is fc t»ui.i.-r — j-l D c • 

, , 1 j * » » j • Temperature 1" below the surface during browning 85 

selectively heated and dehydrated using a circulating air 0 6 

oven. In another preferred embodiment, tbc coated meal 

product is selectively healed and dehydrated using an Core Temperature after Browning 43' F. 

impinging air oven. Impinging air ovens cause hot air to be 15 Tbc following color measurements were also recorded for 

impinged on tbe top and bottom of the meal product, thereby browned turkey breast using a Hunter Lab Color-Mclcr: 
breaking the boundary layer surrounding the product's sur- 
face. Suitable circulating air and impinging air ovens arc 
available from Stein, Inc.. Sandusky, Ohio, Convenience 
Food Systems, Avon, Mass., Heat and Control, Inc., 
Hayward, Calif., and Procter aod Schwartz, Co., Horshau, 

Pa. Other energy sources for selectively heating and deny- ^ t of ^ browncd ^ bfcasI ^ fi fi ^ 

drating the surface of Ihe meat product provide energy in the ^ ^ tbc wci ht toss WIS aboul 3 . 8% . 
form of laser light, medium wavelength infra red radiation 

or microwave radiation. 25 EXAMPLE 2 

It has been discovered that the surface of the meat product , 

can be selectively heated and dehydrated by exposing the * precooked turkey breast was prepared using the proce- 

surfacc to the energy source for a relatively short length of dure of Example 1. The precooked, cleaned, and dned 

time. In accordance with the inventive method, a crisp turkey breast weighed pounds. 

surface having a golden-brown color will develop, without 30 A browning liquid was then made of 50% (WAV) Mail- 
substantial moisture loss of the browned, precooked, whole lose (Red Arrow Co., Manitowoc, Wis.) and water. The 
muscle meal product. In accordance with the inventive precooked turkey breast was dipped in the browning b'quid 
process, the moisture loss of the meat product will be less for thirty seconds. Tbe surface of the turkey breas* picked up 
than aboul 4% and in some embodiments less than about 3% 0.02 pounds of this mixture lo form a coating (0.3 wt % 
or even less than about \% t based oa tbe initial weight of the 35 based 00 the weight of the uncoated turkey breast), 
meat product. Consequently, precooked, whole muscle meat The coated turkey breast was then placed in a circulating 
products arc produced which not only have highly desirible au - oven. The initial temperature of the turkey breast was 40* 
golden-brown color, but have the crisp surface and moist c The turkey breast was then browncd with air heated to 
interior associated with naturally smoked or home -cooked 535° £ circulated past tbe top, bottom, and sides of the 
products. Furthermore Ihe golden-brown color is uniform product. A golden brown color was developed within a 
and stable and retained throughout tbc life of the product period of 5-6 minutes. Immediately after browning the core 
without imparting an objectionable smoky flavor, without temperature was still 40* F. 

forming ao oily surface, without substantially shrinking the Tbc f oIIowing mcaS urcmcnts were recorded for the 

meat product, and without adversely affecting the shelf-life browncd lur ^ cy brcast a Hunter Lab Color-Mctcr. 
or the meal product but instead, increasing tbc shelf -life and 
sensory quality of the product. 

The following examples are included lo further illustrate 
the invention. They arc not limitations thereon. 



A" 

B" 

50 

9.8 

30J 


EXAMPLE 1 

A turkey breast was precooked in the following manner. The weight of the browned turkey brcast was 6.99 

An uncooked turkey brcast was injected wjth a solution pounds, so that the weight loss dunng browning was 2.1%. 

containing 8Z8 wt % water, 4.7 wt % salt, 1.6 wt % EXAMPLE 3 
sodium tri-poly phosphate, 7J wt. % starch, 2.7 wt % 55 

dextrose, and 0.9 wi. % flavorings. The resulting 36 wt. % A turkey brcast was precooked in tbc following manner, 

injected turkey breast was tumbled and vacuumed packaged An uncooked turkey breast was injected with a solution 

in a poly bag, then cooked in a steam box. After chilling to containing 82.8 wt % water, 4.7 wt. % salt, 1.6 wt. % 

39.7" F., tbe bag was removed from the turkey breast; gelatin sodium tri-poly phosphate, 73 wt. % starch, 2.7 wt % 

purge was removed from its surface using a hot water spray; gQ dextrose, and 0.9 wt. % flavorings. Tbe resulting 45 wl. % 

aod the turkey was quickly pre dried using hot air. The injected turkey breast was then tumbled and vacuumed 

precooked, cleaned, and dried turkey breast weighed 6.86 packaged in a poly bag, then cooked in 2 steam box. After 

pounds. chilling to 39.7° F., tbc bag was removed from the turkey 

\f\saIuiion containing 300 ml of ST-300 (Red Aro3W.Co. breast; gelatin purge was removed from its surface using a 

in Manitowoc, Wis.), 200 ml of Select 24P (Red Arrow Co., 6S bat water sp'ray; aod ihe turkey was quickly prcdricd using 

Manitowoc, Wis.), and 3600 ml of water wis mixed slowly hot air. Tbc weight of the precooked, cleaned, and dried 

to avoid excess foaming. Tbc resulting browning liquid was turkey brcast was 9.5 pounds. 
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The thus prepared turkey breast was submerged for thirty meats falling within the spirit and scope of the invention as 
seconds in aQ undiluted solution of Maillose (Red Arrow expressed in the appended claims. 
Co.. Manitowoc, Wis,). The coated turkey breast was then f claim: 

placed io a circulating air oven. The air in the oven was 1. A process for browning precooked, whole muscle meal 
maintained at a temperature of 410" F. The velocity of the air 5 products comprising: 

across the coaled turkey breast, as measured at the calry coating a browning liquid pyrolysis product onto at least 
zone of the oven, was 3100 feci per minute. The turkey * portion of the surface of a precooked whole muscle 

breast was heated for six minutes until a golden-brown color mcal product; and then 

developed. The weight loss after browning was 3%. exposing the coated surface to an energy source and 

The browned product was then chilled in a blast chiller to ™ selectively healing the coated surface of the whole 
40° R and packaged. The following color measurements m ^\ C mcal ll a ^P*"^ ■«* for * time 

were recorded for the browned turkey breast using a Hunter Sufficic ° t '° dcvdo ? » golden-brown color on the 

Lab Color-Meter exposed surface, without substantial shrinking the 

precooked, whole muscle meat product. 

2. The process in accordance with claim 1 wherein the 
precooked, whole muscle meat product is selected from the 
group consisting of poultry, meat, and fish products. 

3. The process in accordance with claim 2 wherein the 
precooked, whole muscle meat product is a precooked 
turkey breast or a precooked chicken breast 

EXAMPLE 4 20 4. The process in accordance with claim 2 wherein the 

browning liquid pyrolysis product is obtained from the 
A turkey breast was precooked using the procedure of pyrolysis of hardwoods or sugars. 
Example 1, It weighed 7.56 pounds and bad a protein 5 - "^ DC process in accordance with claim 4 wherein ihc 
content of 18.7 wt.%, a fat content of 18.9 wi. ft, a moisture browning liquid pyrolysis product is obtained from the 
content of 743 wt %. and a salt content of 1.9 wt. ft. Color w pyrolysis of dextrose. 

measurements for the precooked turkey breast were ^ process in accordance with claim 4 wherein the 

recorded and are reported below. amount of browning liquid ranges from about 0.05 to about 

The precooked turkey breast was submerged for one 10 ^ *- bas ** 00 mc wci & 1 of mc P«« w . wbolc 
minute in a browning liquid made of 50% (WAV) Maillose muscle meat product. # # s 

(Red Arrow Co., Manitowoc, Wis.) and water. The coated 30 7 ' m ' CC0 ? ancC ™* Chm * WhcKm !bc 

turkey breast was then exposed to a laser marking system * m0uot ° f bra *T* ^ raD p s f om aboul aboul 
manufactured by Synrad User Company, Mukiliteo. Wash °* wL % ' bascd 00 lhc wcl & 1 o( mc P"«»ked f wbole 
The system had a 130 wait power source, a wave length of meal product. " 

10.6 microns, and a 370 MM. laser leas. The cycle time for € . 8 : ^T** " a ^ rt ?*° cc *? lh cla1 ^ 2 ^ cr com ' 
the browning was two minutes. 35 pn5U3g lbc brawDID S M ld P/ralysis product contains a 

- . , , , masking agent or flavoring enhancing composition. 

Color measurements for the browned turkey breast were , ^ ^ lccordancc ^ cUim 3 ^cr corn- 

recorded. Following are toe Hunter Lab Color-Meter mea- ^ ^ brownic ^ , ± ^ mnijdja £rom 
surcmenls for both the untreated and the browned nirfcey about QJ ^ ^ ^ ^ % ^ Qf a ^ y ^ of 

L a mixture of the two. 

10. The process in accordance with claim 2 wherein the 
energy source is a circulating air oven, an impinging air 
oven, a laser light source, a medium wavelength energy infra 
red radiation source or a source of microwave radiation. 

11. The process in accordance with claim 10 wbertio the 
cocrgy source is a circulating air ovco or an impinging air 

* The weight of lbc browned turkey breast was 7.50 0VCD ' 

pounds, so that the weight loss during browning was 0.8% l2 ' Thc P"**" m accordance with claim U wherein the 

energy source selectively beats toe surface of the meat 
EXAMPLE 5 50 product by creating an environment having a temperature 

A . , M , greater than about 60* C. 

A turkey breast was precooked using the procedure of iX ^ ^ ta lccordan ce ^ cIaim u whercin lfac 

<nT™™ ?r mflg J^w t^Tt y m T %l CDCf Sy Murcc selectively heals the surface of the meat 

50ft (W/*0 iso tauao of Maillose (Red Arrow Co. in produa by crcalin ^ M cavironmeut baviDg a tcmpcnmrc 

Manitowoc. Wis,) and water with a turkey broth soluuon, in „ from a5ou ' t 100' C to about 290* C 
a volume ratio of 90:10/Ma01ose solution:ruriceybroth solu- 14 ^ ^ ^ lccordaDCJ= ^ claim u whcrcin thc 

Uoil ^^xuirc was then applied on the surface of the c xlcclivc[ hcals the Wffioe of ^ meal 

product. A 0.25ft pick ud was Urzeted. j _ u ■ . 

_ y y * product by creating an eovironmeat having a temperature 

This coated turkey breast was then exposed to medium from about 150° C. to about 260* C. 

range infra-red radiation energy. The Hunter Lab Color- a 15. The process in accordance with claim 2 further 

Meter mcasurcmenl for the browned turkey breast were comprising prior to exposing the meat product to the energy 

L'-57.1; A--8.8; B*-30.7. Thc product loss was less than source, the temperature at the core of the meat produa is less 



L" 

A' 

8" 


U cue 1 ted 

S2.J 

1.5 

34.6 


Treated 

48.9 

11.5 

. 29.8 

45 


2 1 


than about 5* C. and immediately after browning the meat 
qile^thc invention has been described in connection product, the tempera ture at the core of the meat product is 
with its preferred embodiments, it will be understood that it 65 less than about 13* C. 

is not intended to limit this invention thereto, but it is 16. The process in accordance with claim 15 wherein 
in tended to cover all modifications and alternative ernbodi- prior to exposing thc meat product to the energy source, the 
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temperature at the core of the meat product is less than about 26. The process in accordance with claim 23 wherein the 

5' C. and immediately after browning the meal product, the energy source is a circulating air oven or an impinging air 

temperature at the core of the meat product is less than about ovc °* , , . , £ . . . 

*, 27. The process in accordance with claim 26 wherein the 

17 Tbc process in accordance with claim 1 further 5 energy source selectively heats the surface of tbe breast by 

. . . ., , . m „^-u creating an environment having a temperature from about 

comprising predryiog the precooked, whole muscle meal im . r\ Q lboul 2 9Q m C 

product to remove free-water from the product's surface ^ ^ ^ ^ ld ^ a ^ ^ 26 whcreifl ^ 

pnor to the coau'ng. ...... , fe -u energy source selectively heats the surface of the breast by 

18. Tbc process in accordance with claim 2 further ^ ^ eQviroDmcQt havin& a lcmpcrjturc fr om ab out 
comprising predrying the precooked, whole musdc meal 30 ^ 9 c tQ ibou( 26Q . c 

product to remove free-water from the product's surface 2 9, Tbc process in accordance with claim 20 further 

prior to the coating. comprising prior to exposing the meat product to the energy 

19. Tbc process in accordance with claim 6 further source, the temperature at tbc core of the meat product is less 
comprising predrying the precooked, whole musdc meat ^ Q ifc)0Ul y q immediately after browning tbc meat 
product to remove free-water from the product's surface 33 product, the temperature at the core of the meat product is 
prior to the coating, \ cSS about 13° C 

20. A process for browning a precooked chicken breast or ^Q. Tbc process in accordance with claim 2S wherein 
a rurkey breast comprising; pr f or to exposing the- meat product to the energy source, tbc 

coaling at least a portioo of the surface of a precooked temperature at the core of the meal product is less than about 

chicken breast or a precooked turkey breast with from 10 y Q and immediately after browning the meal product, the 

aboul 0.05 to about 1.0 wi. %, based on tbc weight of temperature at the core of the meat product is less than about 

the breast, of a browning liquid pyrolysis product 5- c. 

obtained from hardwoods or sugars; and then 31. The process in accordance with claim 1 wherein the 

selectively beating the coated surface of tbc breast in an shrinkage of the precooked, whole muscle meat product is 

environment hiving a temperature greater than about 25 less than 4 wt % based on the initial weight of the meat 

60° C. with energy provided by a circulating air oven, product. 

an impinging air oven, a laser light source, a medium 32. Tbc process in accordance with claim 2 wherein the 

wavelength energy infra red radiation source or a shrinkage of the precooked, whole musdc meat product is 

source of microwave radiation for a time sufficient to less than 1 wt % based OQ tbc initial weight of tbc meat 

develop a golden-brown color on the coated surface, 30 product. 

where the shrinkage of the precooked, whole muscle 33. Tbc process in accordance with claim 21 wherein the 

meat product is less than 4 wt % based oo the initial shrinkage of the precooked, whole muscle meal product is 

weight of the meat product. 1=« Iban 1 wt. % based do the initia] weight of the meat 

21. The process in accordance with claim 20 wherein the product 

precooked breast is a precooked turkey breast 33 34. Tbc process in accordance with claim 20 further 

22 The process in accordance with claim 21 wherein the comprising predrying tbe precooked, whole muscle meat 

browning liquid pvrolysis product is obtained from the product to remove free-water from the product's surface 

pyrolysis of dextrose. prior 10 the coating. 

23. Tbc process io accordance with claim 22 wherein the 35. The process in accordance with claim 21 further 

amount of browning liquid ranges from about 0.15 10 about *° comprising predrying tbc precooked, whole muscle meat 

0.3 wt. %, based on the weight of tbe breast. product to remove free-water from the product's surface 

24 The process in accordance with claim 20 further prior to the coaung. 

comprising tbc browning liquid pyrolysis product contains a 36. Tbc process in accordance with claim 22 further 

masking agent or flavoring enhancing composition comprising predrying tbc precooked,, whole muscle meat 

25. Tbc process in accordance . wi th claim 22 further 45 product to remove free-water from tbe product's surface 

comprising the browning liquid pyrolysis product contains prior to the coaling, 
from about 0.5 10 about 15 wt. % turkey flavor or turkey 
broth or a mixture of tbc two. 
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IN THE UNITED STATES DISTRICT COURT 


FOR THE WESTERN DISTRICT OF OKLAHOMA 


( 1 ) UNITHERM FOOD SYSTEMS, INC., 
an Illinois corporation; and 

(2) JENNIE-0 FOODS, INC., 
a Minnesota corporation. 

Plaintiffs, 


(1) SWIFT-ECKRICH, INC d/b/a 

CONAGRA REFRIGERATED FOODS, 
a Delaware corporation, 

Defendant. 



u&oisr. 

BY. 


No. CIV-0L-347-C 


AUG .f\ 9 Z0O2 



N3, CL2RK 

D1ST Of CMA 
.OePUTY 


DOCKETED 


ORDER 


On September 14, 1999, the United States Patent and Trademark Office ("PTO"') 
issued Patent No. 5,952,027 (the "*027 patent") to Prem S. Singh ("Singh"). Mr. Singh filed 
the 't>27 patent application with the PTO on May 11,1 998. Mr. Singh subsequently assigned 
the *027 patent to Defendant Swift-Eckrich, Inc., d/b/a/ ConAgra Refrigerated Foods 
("ConAgra"). Plaintiffs Unitherm Food Systems, Inc., and Jennie-O Foods, Inc. 
("Unitherm"), have moved this Court to invalidate the 4 027 patent 

ConAgra, for its part, asks the Court to dismiss the' Plaintiffs' causes of action 
numbered eight (tortious interference with existing contractual and business relations), nine 
(intentional interference with prospective economic relationships), ten (actual or constructive 
fraud)^releven (violation of the Sherman Antitrust Act), and twelve (violation of the 
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Oklahoma Antitrust Reform Act). Due to prior Court Order and/or stipulations of dismissal 
between the parties, a grant of summary judgment for Defendant on the above causes of 
action would leave the Plaintiffs with one remaining cause of action - a declaration by this 
Court that U.S. Patent 5,952,027 (the "'027 patent") is invalid and unenforceable. 

The Plaintiffs' claim of invalidity and unenforceability is discussed first, as it is from 
this Court's decision on the validity of the '027 patent that the other claims flow. 
A. Plaintiffs' Motion for Partial Summary Judgment 

J. Patent Validity 

"Under 35 U.S.C. § 282, a patent is presumed valid and one challenging its validity 
bears the burden of proving invalidity by clear and convincing evidence." Mas-Hamilton 
Group v. Lagard.Inc, 156 F.3d 1206, 1216 (Fed. Cir. 1998). The Court has previously 
presumed the "027 patent valid in the hands of its inventor (and assignee) and refused to 
order a requested transfer of inventorship. However, that does not mean that the patent is 
indeed valid, it is only presumed so. 

Section 1 02 of U.S.C. Title 35 provides, in relevant part: 
A person shall be entitled to a patent unless - 


* * * 


(b) the invention was . . . described in a printed publication in 
this or a foreign country or in public use or on sale in this 
country, more than one year prior to the date of the application 
for patent in the United States. 
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Plaintiffs claim that the process disclosed in the l 027 patent was on sale and/or in public use 
in the United States prior to May II, 1997, and the patent is therefore invalid and 
unenforceable. To prove their assertion, Plaintiffs must show either "a "definite sale or offer 
for sale of the claimed invention prior to the critical date" or a "public use" of the invention 
prior to the critical date. P faff v. Wells Electronics. Inc., 124 F.3d 1429, 1433 (Fed. Cir. 
\997)/ajTd, 525 U.S. 55 (1998). Here, the critical date is May 1 1 , 1997. 

Plaintiffs maintain that David Howard of Unitherm is the true inventor of the process 
at issue, and that he offered the process for sale prior to May 1 1, 1997, eve-n repeatedly 
offering it to the Defendant. 1 From the papers submitted, and as more fully discussed below, 
it is clear to the Court that David Howard and Unitherm indeed offered a process for sale as 
early as 1993. However, the question for the Court is whether the process offered by Mr. 
Howard was identical to the process in the '027 patent. Thus, the Court must examine not 
only the papers submitted by the parties, but also the patent itself. However, Defendant has 
objected on admissibility grounds to each of the nearly 80 exhibits attached to the Affidavit 
of David Howard ("Howard Affidavit") submitted by Plaintiffs in support of their motion. 
Defendant has moved to strike each of these exhibits. Therefore, before considering them 
in the context of these motions, the Court must first decide whether the exhibits are 
admissible. 


1 However, for the purpose of this motion only, Plaintiffs concede that the process was 
invented by Defendant, but argue that for this issue it is immaterial. 

3 
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2. Admissibility 

Defendant objects to the exhibits attached to the Howard Affidavit on 
authentication/hearsay grounds. The Court discusses each of these bars to admissibility in 
turn below. The motion to strike is contained solely in footnotes to Defendant's response 
brief. The Court condemns this practice, but, rather than delay the case by requiring the 
filing of a separate motion and brief, the Court now decides the motion. 

a. Authentication 

Fed. R. Evid. Rule 901(a) states, in relevant part: 

The requirement of authentication ... as a condition precedent 
to admissibility is satisfied by evidence sufficient to support a 
finding that the matter in question is what its proponent claims. 

Rule 901(b)(1) renders' Defendant's objections frivolous as the exhibits are attached to, or 

arc in actuality, sworn affidavits of a "witness with knowledge" that the documents are what 

they are claimed to be. Id. Further, the Amended Howard Affidavit submitted with 

Plaintiffs' Reply brief remedies any arguable failings of the initial Affidavit. Thus, the Court 

finds that the documents attached to the Howard Affidavit are properly authenticated. 

b. Hearsay 

Defendant also attacks many of the exhibits as inadmissible hearsay. 
Fed. R. Evid. 801 . However, the Court agrees with the Plaintiffs' contention that the exhibits 
fall under the "business records exception" to the hearsay rule found in Fed. R. Evid. 803(6). 
The Court also agrees that not only are the records of one's own business excepted from the 
A 

4 
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hearsay aile, but also records received from other businesses, where, as here, the 
requirements of Fed. R. Evid. 803(6) are met. United States v. Johnson, 97 1 F.2d 562, 571 
(10 lh Cir. 1992). The Court finds that the authenticated exhibits attached to the Howard 
Affidavit fall under a hearsay exception and are admissible. Thus, the Defendant's Motion 
to Strike is hereby DENIED. 

Having dispensed with the evidentiary objections, the Court now discusses the 
exhibits submitted by the Plaintiffs to ascertain what "process" may have been developed by 
David Howard, and what he offered for sale prior to May 1 1, 1997. 

3. Unitherm s "Process " 

From the submitted exhibits the Court finds that Unitherm was attempting to sell 
ovens along with its process for browning and/or smoking muscle meats as early as 1 993. 
Prior co May 1 1, 1997, the process consisted of the following: 

Removing purge material from a pre-cooked whole muscle meat product using hot 
water, drying the rinsed product prior to applying browning and/or smoking agent by either 
rapidly conveying the rinsed product through a circulating air oven at-350°C for less than one 
minute or by using the first zone of the oven for drying and then applying a browning and/or 
smoking agent between the first and second zones. Browning and/or smoking the product 
over a range of temperatures . (from about 250°C to 350°C) to obtain a spectrum of colors, 
with product shrinkage of as little as 1% or less. Liquid smoke, Maillose, turkey broth, other 
flavorants and combinations thereof at overall concentrations of about 20-100% are used. 
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Some solutions comprising mixtures of broth and Maillose or liquid smoke have broth 
concentrations of 5%, 10%, and higher. Appendix G, Unitherm's Response to Iiiterrog. Nos. 
I, 8; Appendix E, Howard Aff., Exh. 11. 

A promotional video ("the Proctor/Unitherm video") filmed September 14. 1993, in 
Elk Grove, Illinois, includes demonstrations of pre-cooked, whole muscle turkey breasts and 
hams being, or which have been, dipped in a Maillose or liquid smoke solution and then 
conveyed through a RapidFlow oven. These products are shown beside a pre-cooked turkey 
breast that was taken out of the cooking bag and washed and dried, as were the other 
products,. but was not dipped or browned. The video notes that a spray station can be added 
between oven zones for smoking, flavoring, or enhancing product browning. Appendix E, 
Howard Aff. HH 14-18, Exhs. 12A-G, 13, 81. 

Importantly for this case, the Unitherm process was demonstrated to Syed Hussain, 
who was present on behalf of Defendant, at a "test" conducted on September 30, 1993, at 
Unitherm's facility. Plaintiffs Brief at 8, citing Appendix B, Defendant's Answer 1 14. 
Defendant admits that the "tests" involved applying Maillose to the surface of a hilly cooked 
turkey breast and then conveying the breast through a RapidFlow circulating air oven at 280- 

300° C for 7 minutes. Id. 

Unitherm data dated October 14, 1993, indicates "five different runs" were made at 
the behest of Defendant with dip times of one minute in solutions ranging from 50% to 5%. 
"Internal core temperatures were all 36° F (2° C) or less, with none increasing more than 3° 
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F (1-1/2° C). Yields of up to 98.7% were obtained. 1 ' Plaintiff s Brief at 9; citing Howard 
Aff, Exh. 25. Defendant argues that the "runs" were made in the interest of Unitherm 
selling, not a process, but ovens to Defendant. In fact, Defendant alleges that it had earlier 
disclosed the process at issue to Unitherm. Plaintiffs' Brief at 9; citing App. B, Def s. 
Answer UK 12-14. However, this assertion is belied by the testimony of Messrs. Hussain and 
Singh - that they do not know how Unitherm "derived the concept of using liquid browning 
agent or liquid smoke in conjunction with the RapidFlow oven to brown v/hole muscle turkey 
products." Plaintiffs' Brief at 9 n. 6, citing App. J, Singh Dep. pp. 146-47; App. X, Hussain 

Dep. pp. 115-16, 158. 

From October 26 to December 1, 1993, copies of the Proctor/Unithenn video were 
distributed, primarily by mail and at trade shows, throughout the industry. Transmittals and 
related letters accompanying the videos variously discuss: "the next generation of turkey 
browning systems;" successful uniform browning using Maillose;. yields of 98-99%; 
processing times under eight minutes; application of Maillose by drenching, submersion, or 
between cooking zones; "the 'browning' process;" and an internal temperature rise of less 
than 1°C. Idl, Howard Aff., Exhs. 1 5-20. One letter states that the items in the video were 
processed in about seven minutes. Id., Exh. 18. 

Unitherm did not, and never intended to, patent the process at issue. 
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4. ■ Summary Judgment Standard 

Summary judgment is appropriate if the pleadings and affidavits show there is no 
genuine issue as to any material fact and that the moving party is entitled to judgment as a 
matter of law. Fed. R. Civ. P. 56(c). "[A] motion for summary judgment should be granted 
only when the moving party has established the absence of any genuine issue as to a material 
fact." Mustang Fuel Corp. v. Youngstown Sheet & Tube Co., 561 F:2d 202, 204 ( 10th Cir. 
1977). The movant bears the initial burden of demonstrating the absence of material fact 
requiring judgment as a matter of law. Celotex Corp. v. Catrett, 471 U.S. 317, 322-23 
(1986). A fact is material if it is essential to the proper disposition of the claim. Anderson 
v. Liberty Lobby, Inc., All U.S. 242, 248 (1986). 

The critical question here is whether there is clear and convincing evidence that 
Defendant patented a process on May 11,1 998, that was on sale and/or in public use before 
May 11,1 997. As stated above, if the answer is affirmative, the Defendant's patent is invalid 
and unenforceable. The Court must first construe the claims of the *027 patent to discern 
whether Mr. Singh should have been barred from patenting this invention. 

5. Claims 

In order to assess the "metes and bounds" of a patent, it is the Court's role to interpret 
and construe the patent's claims. Markman v. Westview Instruments, Inc., 52 F.3d 967, 970, 
997 (Fed. Cir. 1995). "WTien a court construes the claims of the patent ... the court is 
defining the federal legal rights created by the patent document." Id. at 978. As repeatedly 
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stated by the Federal Circuit and the' Supreme Court, the Court is the sole arbiter of claim 
construction. See Markman at 977. "To ascertain the meaning of claims, [the Court] 
considers] three sources: the claims, the specification, and the prosecution history." 
Markman at 979, quoting Unique Concepts, Inc. v. Brown, 939 F.2d 1558, 1561 (Fed. Cir. 
1991). tl [I]deally there should be no 'ambiguity 1 in claim language to one of ordinary skill 
in the art that would require resort to evidence outside the specification and prosecution 
history/' Markman at 986. In this case the prosecution history of the '027 patent has not 
been submitted; thus, the Court relies solely on the claims and the specification for its 
construction of the 4 027 patent claims. 

The Court has been made aware of a recent case, Juicy Whip, Inc. v. Orange Bang, 
Inc., 292 F.3d 728 (Fed. Cir. 2O02), where the court held that Orange Bang did not "present 
substantial evidence satisfying its clear and convincing burden of proof chat it . . . practiced" 
a "complete embodiment^ of the claimed invention." Id. at 733. The court further stated 
the general proposition that "oral testimony of prior public use must be corroborated in order 
to invalidate a patent." Id. at 737-38.. Here, because of the Court's ruling that the submitted 
documentary evidence is admissible, there is voluminous corroborating evidence 
accompanying the deposition testimony in this case. Thus, the Court's task is to discern 
whether Unitherm practiced a complete embodiment of the invention claimed in the 4 027 
patent prior to May 11,1 997. 
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The '027 patent includes 36 claims (2 independent and 34 dependent) and is entitled: 
Method for Browning Precooked. Whole Muscle Meat Products. The first independent claim 
(I) is for: 

A process forbrowning precooked, whole muscle meat products 
comprising: coating a browning liquid pyrolysis product onto 
at least a portion of the surface of a precooked whole muscle 
meat product; and then exposing the coated surface to an energy 
source and selectively heating the coated surface of the whole 
muscle meat product at a temperature and for a time sufficient 
to develop a golden-brown color on .the exposed surface, 
without substantial shrinking theprecooked, whole muscle meat 
product. 

'027 patent, col. 8, li. 4-14. 

The rest of the claims are variations on the theme of Claim 1, utilizing different heat 

source temperatures (about 60° C. - about 290° C), core meat temperatures (less than 5° C. 

- 13° C), shrinkage (less than L - 4 wt. %), products (turkey, chicken, fish), browning liquid 

pyrolysis products (hardwood, sugar, dextrose), amount of browning product (.05 - 1.0 wt. 
. %), masking agents or flavoring enhancing compositions, utilizing turkey flavor and/or broth 

in the browning liquid pyrolysis product (.5-15 wt. %), and energy sources (circulating air 
oven, impinging air oven, laser light, medium wavelength energy infra red radiation or 
microwave radiation). The Plaintiffs' chart of the parallels between the Unitherm process 
and the l 027 patent succinctly demonstrates that the two "inventions" are one and the same. 
Plaintiffs' Brief at 28. Thus, the Court finds that the l 027 patent describes the Unitherm 
process prior to May II, 1997. 
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Defendant's only rebuttals are disputed interpretation of the claim terms "golden 
brown" and "browning liquid pyrolysis product/* and that David Howard never publ icly used 
or offered the Unitherm process for sale. These are discussed in turn below. 

6. Golden Brown 

To begin, the 4 027 patentee did not act as his own "lexicographer" and failed to 
specifically define the tenn "golden brown." Rexnord Corp. v. The Laitram Corp., 274 F.3d 
1336, 1342 (Fed. Cir. 2001), 200L U.S. App. LEXIS 24810,'*! I ("patent law permits the 
patentee to choose to be his or her own lexicographer by clearly setting forth an explicit 
definition for a claim term that could differ in scope from that which would be afforded by 
its ordinary meaning"). Thus, the Court views the term "golden brown" with its plain 
meaning to one of skill in the art. Talbert Fuel Sys. Patents Co. v. Unocal Corp. , 275 F.3d 
1371 (Fed. Cir. 2002), 2002 U.S. App. LEXIS 241 *7, supra. "Golden brown" is defined 
as "a variable color averaging a strong brown that is yellower and slightly darker than gold 
brown, yellower and paler than average russet, and yellower and less strong than rust." 
Webster's Third New International Dictionary, 975 (1986). 

Defendant argues that "a determination of golden brown 1 under the '027 Patent 
necessitates a Hunter-Lab Color Meter measurement of the L, A and B values of that 
product." Defendant's Response at 40. Defendant further asserts that examples in the 
specification limit the term golden brown to color measurements ranging from L= 48.9-53.2; 
A=9.6- 14.3; and B=29. 8-39.9. However, "courts cannot alter what the patentee has chosen 
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to claim as his invention. . . limitations appearing in the specification will not be read into 
claims, and. . . interpreting what is meant by a word in a claim 'is not to be confused with 
adding an extraneous limitation appearing in the specification, which is improper.'" 
(emphasis in original). Intervet America, Inc. v. Kee- Vet Labs.. Inc., 887 F.2d 1050, 1053 
(Fed. Cir. 1989), quoting E.I. Du Pont De Nemours & Co. v. Phillips Petroleum Co., 849 
F.2d 1430, 1433 (Fed. Cir. 1988). "'[CJourts do not rework claims. They only interpret 
them/" Id, quoting Autogiro Co. of America v. United States, 384 F.2d 391, 395-96 (Ct. CI. 
1967). The Court has "set forth the asserted claim[] in full above and it is clear that [it] 
makefs] no reference whatever to [limiting "golden brown" to LAB color measurements]." 
Id. at 1055. 

The Court thus disagrees with Defendant's unsupported assertion that "golden brown" 
is defined in the '027 patent. The Court finds that the specification only makes clear that the 
inventors used language such as: "The following examples are included to further illustrate 
the invention. They are not limitations thereon* (emphasis added). '027 patent, col. 5, 
H. 48-49. The patentee had every opportunity to define by limit the term "golden brown" and 
chose not to do so. The Court finds that the closest thing to a definition of golden brown in 
the l 027 patent appears at col. 1,11. 15- 18, "consumers place a premium on precooked, whole 
muscle meat products that have the same golden brown color ... as their home-cooked, 
counterparts." The Court further finds that documents submitted by Plaintiffs, e.g. Howard 
Aff., Exhs. IE, 44C, and 44F, clearly encompass a "golden brown" product. 
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Finally, Defendant's expert in sensory evaluation declares that "no system or test has 
been used to verify that the color computer printouts attached ... to Plaintiffs' Motion 
. . . accurately reflect the color of a product with certain L, A and B values." Defendant's 
Response, Exh B, p. 2. However, because the Court finds that LAB values do not limit the 
term golden brown in the '027 patent, the assertion is irrelevant. 

7. Rrowning Liquid Pyrolysis Products 

Defendant also claims that Plaintiffs misconstrue the phrase "browning liquid 
pyrolysis product" by relying on the application of liquid smoke. Defendant states that there 
arc a number of liquid smoke products that do not promote browning and those products are 
thus not browning liquid pyrolysis products as defined in the '027 patent. The Court finds 
that the term is not, as Defendant asserts, defined in the 4 027 patent. Second, the Court notes 
that there are other pyrolysis products which do not promote browning. However, it is 
undisputed. that Unitherm sometimes used a browning liquid smoke product, which is a 
browning liquid pyrolysis product. Importantly, Unitherm's process also uses Maillose as 
a browning agent. Maillose is not liquid smoke but is undisputedly also a browning liquid 
pyrolysis product. The Court finds it enough that at least two such browning liquid pyrolysis 
products, as called for in the '027 patent, were used. 

<5. Public Use/On-Sale Bar 

In Pfajfv. Wells, supra, the Supreme Court elucidated a two-part test for an on-sale 
bar: 1) the product must be the subject of a commercial offer for sale; and 2) the invention 

4 — 
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must be ready for patenting. 525 U.S. at 67-68. Here, the Plaintiffs have stated undisputed 
facts which show, as a matter of law, that the Unitherm process was on-sale and ready for 
patenting as early as 1993. The Defendant argues that it did not sell or use the process in the 
'027 patent prior to the application cut-off date. While that may be true, the undisputed fact 
is that it was demonstrated and offered by Unitherm for sale to the Defendant. Therefore, 
the fact that it wasn't Defendant who made a public use or sale of the process is irrelevant. 
Even if Mr. Singh did invent the process at issue, it was unpatentable due to UnithemTs offer 
for sale prior to May 1 1, 1997. The correspondence between Unitherm and the Defendant 
establishes this finding as their co-existence in relation to a potential sale of the Unitherm 
process goes back at least to 1993. 

Further, the fact that Unitherm sold its process to Hudson Foods and that Hudson 
Foods had product, produced by the Unitherm process, on the market by April 1997 is 
undisputed. Plaintiffs' Brief, Exh. N. Defendant stresses that Unitherm sold Hudson an 
oven, not a process. Hudson's representative claims that the process was in fact. Hudson s 
and they purchased Uniterm's oven because, "they [Unitherm] had an oven . . . that would 
do this [in-line smoking and/or browning] better in this particular application." Exh. N at 
159. It is undisputed that the "basic process [utilized by Hudson] was the same [as David 
Howard's]. Exh. Nat 244. "|T ]he primary change. . .was the addition of a conveyor system 
that took it through a [RapidFlow] oven." Id. 
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The Court finds Hudson's test data to reveal that after purchasing and utilizing 

Unitherm equipment, Hudson practiced a complete embodiment of the invention claimed in 

the '027 patent in February, 1997. See Exh. Nat WB-00008 1-85. For illustration, the Court 

inserts the Hudson data parenthetically within Claim 1 of the '027 patent: 

A process for browning precooked, whole muscle meat products 
(breasts) comprising: coating a browning liquid pyrolysis 
product (liquid smoke, MAILLOSE from 45 seconds to 70 
seconds) onto at least a portion of the surface of a precooked 
whole muscle meat product; and then exposing the coated 
surface to an energy source (Unitherm 3-zone RapidFIow oven) 
and selectively heating the coated surface of the whole muscle 
meat product at a temperature and for a time sufficient to 
develop a golden-brown color (299° C. - 354° C. at 7m. 48 s. - 
9m 30s. resultant colors from "dark" to "golden brown with 
black highlights") 2 on the exposed surface, without substantial 
shrinking (1.7 - 3.16%) the precooked, whole muscle meat 
product. 

'027 patent, col. 8, 11.4-14. 

The Court finds the above to be clear and convincing evidence that the Unitherm 
. process, patented by the Defendant, was on-sale and in use (by perhaps more than one 
company), prior to May 1 1 , 1997. 

Defendant repeatedly stresses to the Court that Unitherm's attempts to sell its process 
were confidential and thus not public. The Defendant misapplies the law of public use. The 


2 The Court notes that the temperature of 299° C. is higher chan the upper range of 290° C. 
in the '027 patent. However, the Court also notes that the temperature in Example I of the '027 
patent was 570°F. which converts to a temperature of 299° C. Further, the process offered for sale 
by Unitherm utilizes oven temperatures ranging from 250° -350° C. The undisputed "key" to the 
process of in-line browning and/or smoking is a calculus of temperature over time that results in the 
desired golden brown end-product. . - 
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purpose of the public use bar is "to require inventors to assert with due diligence their right 
to a patent through the prompt filing of a patent application/' LaBounty Mfg. v. U.S. Intern. 
Trade Com n, 958 F.2d 1066, 1071 (Fed. Cir. 1992) (emphasis added). Defendant correctly 
asserts the proposition that "third party secret commercial activity . . . [should not act as] a 
[public use] bar [against ConAgra]." Woodland Trust v, Flowertree Nursery. 148 F.3d 1368, 
1371 (Fed. Cir. 1998). This is to protect patentees from losing their patent rights when a 
third party has also practiced the invention at issue, without the patentee's knowledge. This 
is not the case here. It is undisputed that employees for Defendant were aware of the 
technology as early as 1993. It is also undisputed that Hudson Foods purchased technology 
from Unitherm in February 1997, and a mass mailing of videos and associated 
correspondence, regardless of David Howard's expectations of secrecy, resulted in the public 
distribution and offer for sale of the Unitherm process. It is absurd to argue that the 
technology was somehow "secret." See OddzOn Prods.. Inc. v. Just Toys. Inc., 122 F.3d 
1396, 1402 (Fed. Cir. 1997) ("secret prior art [is] art that has been abandoned, suppressed, 
or concealed"). The undisputed facts establish, as a matter of law, that "secret" prior art does 
not exist in this case and does not bar application of § 102(b). 

The Court has closely examined the voluminous documentation submitted in 
connection with the present motions and concludes that the Defendant's patent describes a 
process that was both on sale and in public use prior to May 11,1 997. Thus, the Court finds 
the 1999 issuance of the '027 patent was in error. Because the Court finds the '027 patent 
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to be invalid and unenforceable, it is not necessary to discuss the Plaintiffs' allegations of 
Defendant's fraud on the Patent Office. The Court now examines the remaining causes of 
action in turn, as the Defendant has moved for summary judgment on each. 
B. Defendant 's Motion for Summary Judgment 
J. Anitrust Violations 

Defendant argues that the two Plaintiffs' antitrust claims cannot succeed for different 

reasons: 1) Unitherm is not a competitor of the Defendant in the market for sliceable cooked 

turkey products; and 2) Jennie-0 cannot show any antitrust injury as a result of any action 

of the Defendant. The Court agrees only with the latter and discusses each argument 

separately below. 

a. Unitherm 

The Sherman Act § 2 states, in relevant part: 

"Every person who shall monopolize, or attempt to monopolize, 
or combine or conspire with any other person or persons, to 
monopolize any part of the trade or commerce among the 
-several States . . . shall be deemed guilty of a felony." 

I5U.S.C. §2. 

The offense of monopoly under § 2 of the Sherman Act has two elements: (I) the 
possession of monopoly power in the relevant market, and (2) the willful acquisition or 
maintenance of that power as distinguished from growth or development as a consequence 
of a superior product, business acumen, or historic accident. United States v. Crinnell Corp. , 
384 U.S.. 563, 570-71 (1966). 
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The Clayton Act states, in relevant part: 

"[A]ny person who shall be injured in his business ... by reason 
of anything forbidden in the antitrust laws may sue 
therefor . . . without respect to the amount in controversy, and 
shall recover threefold the damages by him sustained " 

15US.C. §15. 

ConAgra argues that Unitherm cannot succeed on its antitrust claims because 
Unitherm is not a competitor of ConAgra and thus has no antitrust standing. The Court finds 
that the law is not as ConAgra argues it to be. 

In Walker Process Equip, v. Food Mack & Chem. Corp,. 382 U.S. 172 (1965), the 
Supreme Court held that "the enforcement of a patent procured by fraud on the Patent Office 
may be violative of § 2 of the Sherman Act provided the other elements necessary to a § 2 
case are present. In such event the treble damage provisions of §4 of the Clayton Act would 
be available to an injured party." Id. at 174. 

ConAgra denies that it is a competitor of Unitherm, claiming that ConAgra processes 
meat while Unitherm sells ovens. But it . is. undisputed that ConAgra offers a 
browning/smoking process at a royalty of 10$2 per pound and Unitherm offered its " 
browning/smoking process for sale as early as 1993. And ConAgra's own documents 
previously produced in this action also support the conclusion that ConAgra is a competitor 
of Unitherm and that ConAgra is enforcing its patent. 

Others in the industry may approach your company regarding 
this patent, and we would appreciate it if you would inform them 

18 


ADD. 18 




15:09 fiUG 13, £002 TO : ROBERT D TOKlNSON FR: SUPERVISOR 


#176223 PfiG£: 29/35 


that we intend to aggressively protect all of our rights under this 
patent. 


Plaintiffs 1 Brief in Opposition, Exhibit 9 (Letters from ConAgra to L 5 prospective purchasers 


of the Unitherrn system). 


This Court has already found the reference to "others in the industry" sufficient to put 


Unitherrn under apprehension of a lawsuit for patent infringement something which has 
since come to fruition with the filing of ConAgra's counterclaim. The fact that ConAgra has 
asserted a counterclaim for patent infringement on an invalid patent makes Unitherm's 
antitrust claim a viable one. Walker Process, 382 U.S. 172. The issue yet to be decided is 
whether ConAgra fraudulently obtained the patent. See Walker Process, supra. Thus, the 
Court finds that the undisputed facts arc sufficient to withstand the motion for summary 
judgment on Unitherm's antitrust claims. 3 


ConAgra next argues that Jennie-O's antitrust claims must be dismissed because 
Jennie-O cannot show antitrust injury. Jennie-O's theory of antitrust recovery differs from 
that of Unitherrn. Jennie-0 alleges a right to seek injunctive relief for prospective damage 
under §. 16 of the Clayton Act. Hawaii v. Standard Oil Co., 405 U.S. 251 , 260-61 (1972), 
permits suit for threatened damage: 

3 Because the Court has upheld Unitherm's antitrust causes of action under federal law, a 
discussion of the Oklahoma Antitrust Reform Act ("OARA") 79 Okla. StaL § 205, is unnecessary. 
See 79 Okla. Stat. § 2 12 ("[OARA] shall be interpreted in a manner consistent with Federal Antitrust 
Law, 1 5 U.S.C. § 1, et seq. and the case law applicable thereto"). 


b. Jennie-0 
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[Section] 16 of the Clayton Act, 15U.S.C. § 26 which provides 
for injunctive relief [states, in relevant part]: "Any person, firm 
corporation, or association shall be entitled to sue for and have 
injunctive relief, in any court of the United States having 
jurisdiction over the parties, against threatened loss or damage 
by a violation of the antitrust laws . . . when and under the same 
conditions and principles as injunctive relief against threatened 
conduct that will cause loss or damage is granted by courts of 
equity, under the rules governing such proceedings 

Here, Jennie-0 alleges that enforcement of fraudulently obtained monopoly rights in 

the '027 patent by requiring a 10£ per pound royalty would "drive Jennie-0 out of business." 

However, because the'027 patent is invalid, Jennie-O's standing to participate in a cause of 

action for prospective injunctive relief due to Defendant's alleged violations of the antitrust 

laws is moot. Jcnnic-0 cannot be driven out of business by a competitor attempting to 

charge royalties on an invalid patent. 

2. Tortious Interference with Existing Contractual or Business Relations 

Under Oklahoma law, "one has the right to carry on and prosecute a lawful business 

in which he is engaged without unlawful molestation or unjustified interference from any 

person, and any. malicious interference with such business is an unlawful act and an 

actionable wrong". Crystal Gas Co. v. Oklahoma Natural. Gas Co., 1974 OK 34, 529 P.2d 

987, 989. 

To recover damages for the tort of malicious interference with a business relationship, 

a plaintiff must show: 

I . That he or she had a business or contractual right that 
was interfered with. 

n- ■ 
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2. That the interference was malicious and wrongful, and 
that such interference was neither justified, privileged 
nor excusable. 

3. That damage was proximately sustained as a result of the 
complained-of interference. 

Mac Adjustment, Inc. v. Property Loss Research Bureau, 1979 OK 41 , 595 P.2d 427, 428. 

Defendant correctly asserts that there must be more to a business relationship than 
speculation on the part of David Howard that he could have begun business relationships 
with new purchasers of the Unitherm process. The Court finds that Unitherm has not 
adduced material facts, other than the self-serving and unsubstantiated testimony of David 
Howard, that place this cause of action in dispute. Indeed, Unitherm has not expressly 
responded to this portion of Defendant's brief, instead arguing a right to proceed on its claim 
of Intentional Interference with Prospective Economic Advantage. Thus, the cause of action 
for Tortious Interference with Existing Contractual or Business Relations must fail. 

5. Interference with Prospective Economic Advantage 

The parties* briefs treat the tort of interference with business relations as synonymous 
with the tort of interference with prospective economic advantage. "This comparison is not 
entirely accurate. Although both torts do have similarities, the underlying theories of liabil ity 
differ. Interference with-a prospective economic advantage usually involves interference 
with some type of reasonable expectation of profit, whereas interference with a contractual 
relationship results in loss of a property right." Overbeck v. Quaker Life Ins. Co.. 1984 OK 
CIV APP 44; 757 P.2d 846, 847-48. Taking all circumstances in their totality, the Court 
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finds that there exist enough disputed facts to support this cause of action through the 
summary judgment stage. 

It is undisputed that once the '027 patent issued, the Defendant mass mailed an 
arguably threatening letter throughout the industry. It is also the testimony of Robert Wood 
of Jennie-0 that this letter had, at the least, a chilling effect on any further possibility of 
Unitherm selling its products to Jennie-O. Plaintiffs' Brief, Exh. 5, pp. 74-76, The Court 
thus finds that the cause of action for interference with prospective economic advantage is 
not susceptible to summary judgment. 

4. Actual or constructive fraud 

Defendant claims that Unitherm cannot prove fraud because Unitheim has failed to 
identify a material omission or misrepresentation made by the Defendant to Unitherm. The 
Court disagrees and denies summary judgment on this cause of action. 

The Court notes that: 

Oklahoma follows the view that fraud can be predicated upon a 
promise to do a thing in the future when the intent of the 
promisor is otherwise. This principle is an exception to the 
general rule that for a false representation to be the basis of 
fraud, such representation must be relative to existing facts or 
those which previously existed, and not as to promises as to 

future acts The gist of the rule is not the breach of promise 

but the fraudulent intent of the promisor at the time the pledge 
is made not to perform the promise so made and thereby deceive 
the promisee. There is a wide distinction between the 
nonperformance of a promise and a promise made mala fide, 
only the latter being actionable fraud. 
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Citation Co. Realtors, Inc. v. Lyon, 1980 OK 68, 610 P.2d 788, 790-91 (emphasis added), 
citing State ex rei Southwestern Bell Telephone Co. v. Brown, 1974 OK 19, 519 P. 2d 491 
Unitherm claims that ConAgra promised to consider the purchase of the Unitherm 
process which was first shown to ConAgra in 1 993, and ConAgra then stole the process and 
patented it for its own use. ConAgra vigorously disputes this claim. The undisputed facts 
are that the Defendant considered purchasing Unithetm's technology and failed to do so. 
Under Oklahoma law, the disputed fact that the Defendant may have subsequently stolen 
Unitherm's technology supports a cause of action for breaching a promise to consider a 
purchase. The Court DENIES summary judgment on this count. 

CONCLUSION 

As discussed more fully above, Defendant's Motion to Strike is hereby DENIED. 
Plaintiffs are GRANTED partial summary judgment on their third cause of action and their 
sixth and seventh affirmative defenses to Defendant's Counterclaim (Patent Invalidity and 
Unenforceability). Plaintiffs are entitled to a judgment declaring the '027 patent invalid and 
unenforceable. 

Defendant is GRANTED summary judgment on the Plaintiffs' eighth cause of action 
(tortious interference with existing contractual and business relations). Defendant is also 
GRANTED summary judgment on Jennie-O's antitrust claims. 
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Defendant's Motion for Summary Judgment is denied on remaining causes of action, 
i.e., intentional interference with prospective economic relationships, actual or constructive 
fraud, violation of the Sherman Antitrust Act (Unitherm only). 

Finally, this ruling moots the Defendant's motion to strike Jennie-O's second 
affirmative defense of non-infringement, or, in the alternative, forpartial summaryjudgment 
of infringement. A judgment will enter at the conclusion of these proceedings. 

IT IS SO ORDERED this of August, 2002. 

ROBIN J. C/&THRON 

CHIEF UNITED STATES DISTRICT JUDGE 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE WESTERN DISTRICT OF OKLAHOMA 


UNITHERM FOOD SYSTEMS. INC., 
and JENNIE-0 FOODS, INC., now 
known as JENNIE-0 TURKEY 
STORE, INC.. 

Plaintiffs, 


SWIFT-ECKRICH, INC. d/b/a 
CONAGRA REFRIGERATED 
FOODS. 

Defendant. 


PPLED 

MAR Z \7 ^iJii3 


ujS. D!SI CO'JKB WESrEfUv DtST. OF QZLA 
BY_ C/l/ DcFUTY 


Case No. CIV-Ot-347-C 


JUDGMENT 

This action came on for trial before the court and a jury, Honorable 
Robin J. Cauthron, Chief Judge of the United States District Court, presiding. The 
issues having been duly tried and the jury has duly rendered its verdict. In 
accordance with the jury's March 1.9, 2003 verdict, 


IT IS ORDERED, ADJUDGED AND DECREED chat Plaintiff Unitherm 
hood Systems, Inc. ("Plaintiff 1 ) shall have and recover on its claims against 
Defendant Swift-Eckrich, Inc. d/b/a ConAgra Refrigerated Foods ("Defendant"), as 
follows: 
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On Plaintiffs claim for attempted monopolization in violation of § 2 of 
the Sherman Act, trebled pursuant to 15 U.S.C. § 15, the sum of Eighteen 
Million and No/ 100 Dollars ($18,000,000.00); 

On Plaintiffs claim for tortious interference with prospective 
economic advantage, the sum of Two Million and No/100 Dollars 
($2,000,000.00); 

On Plaintiffs claim for exemplary damages the sum of Two 
Million and No/100 Dollars ($2,000,000.00); 

IT IS THEREFORE ORDERED, ADJUDGED AND DECREED that. 
Plaintiff shall have and recover judgment against the Defendant in the amounl of 
Eighteen. Million and No/100 Dollars ($18,000,000.00), and post-judgment interest 
thereon at the rate provided by law, a reasonable attorney fee and the costs of this 
action. 

Entered this n?!^"" day of March, 2, 



Robin J. CautnYon 
United States Chief District Judge 

"pen r*j ?! m>nt nocK-r ci- ; ^ 2 7 2003 
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AGREED TO:/* / / 

Burck. Bailey / 
Greg A. Castro / 
Jay P. Walters 

FELLERS, SNIDER, BLANKENSH1P, 
BAILEY & TIPPENS 
100 North Broadway, Suite 1700 
Oklahoma City, OK 73 102-8820 
Telephone: (405)232-0621 
Facsimile: (405) 232-9659 


Dennis D. Brown 

FELLERS, SNIDER, BLANKENSHIP, 

BAILEY & TIPPENS 
321 South Boston, Suite 800 
Tulsa, OK 74103-3318 
Telephone:^ 1 8) 599-062! 
Facsimile:(9l.8) 583-9659 

Counsel for Plaintiff, Unitherm Food Systems, Inc. 


Robert D. Tomlinson ^ 
Keith D. Tracy 
MCKINNEY & STRINGER 
Corporate Tower 

101 North Robinson Ave., Suite 1300 
Oklahoma City, OK 73102-5504 
Telephone:(405) 239-6444 
Facsimile:(405) 239-7902 


-and- 



-3- 


ADD. 27 


12:04 nflR Z7. 2003 TO: ROBWD TOMLINSON FR> SUPERVISOR *Z64SE3 PfiGE: 5/5 


Robert A. Schroeder 
BINGHAM MCCUTCHEN LLP 
355 South Grand Avenue, Suite 4400- 
Los Angeles, CA 90071-3106 
Telephoned 13) 680-6400 
Facsimiled 13) 680-6499 

Howard A. Kroll 
Leigh O. Linder 

CHRISTIE. PARKER & HALE 
350 W. Colorado Boulevard 
Pasadena, C A 91105 
Tdephone:(626) 795-9900 
Facsimile:^ 16) 577-8800 

John P. Passarelli . . 
David H. Roe 

MCGRATH, NORTH, MULL1N & KRATZ 
222 South Fifteenth Street, Suite 1400 
Omaha, NE 68102 
Telephone:(402) 341-3070 
Facsimile:(402) 341-0216 

Counsel for Defendant, Swift-Eckrich, Inc. 
d/b/a ConAgra Refrigerated Foods, 


iwjjiy.i 


-4- 

ADD. 28 


IN THE UNITED STATES DISTRICT COURT 
FOR THE WESTERN DISTRICT OF OKLAHOM. 


P I L E 

APR ng ;<n 


ILS.OIST. COURT, WHlfib DIS7." or Oaia 

. . off irrr 


Case No. CIV-0I-347-C 


UNrTHERM FOOD SYSTEMS, INC., 
an Illinois corporation; and 
JEKNIE-O FOODS, INC., 
a Minnesota corporation, 

Plaintiffs, 


SWIFT-ECK.R1CH, INC. d/b/u 
CONAGRA REFRIGERATED 
FOODS, a Delaware corporation. 

Defendant. 


JUDGMENT 

Based upon the Stipulation of the Plaintiffs and Defendant, and pursuant to U.S.C. § 15, IT 
IS ORDERED, ADJUDGED AND DECREED that Plaintiffs have and recover judgment against the 
Defendant in the amount of SI ,022,445 as a reasonable attorney fee. 
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day of April 2003. 
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United States District Judge 
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ABSTRACT 

In this paper, a thermal process for the surface pasteurization of ready-lo-eat (RTE) meat products for the reduction or 
Listeria monocytogenes on such products (turkey bologna, roast beef, corned beef, and ham) is described. The process involves 
the passage of products through a - tunnel" of heated coils on a stainless steel conveyor belt at various treatment times relevant 
to the manufacture of processed meat for the surface pasteurization of RTE meat products. Two inoculation procedures, dip 
and contact inoculation, were examined with the use of a four-strain cocktail of L monocytogenes prior to heat processing 
With the use of radiant heat prepackage surface pasteurization, 1.25 to 3.5-log reductions of L monocytogenes were achieved 
with treatment times of 60 to 120 s and air temperatures of 475 to 75<fF (246 to 399°C) for these various RTE meats. 
Reduction levels differed depending on the type of inoculation method used, the type of product used, the treatment temper- 
ature and the treatment time. Prepackage pasteurization (60 s) was also combined with postpackage submerged water pas- 
teurization for formed ham (60 or 90 s), turkey bologna (45 or 60 s), and roast beef (60 or 90 s), resulting in reductions of 
3 2 to 3 9 2 7 to 4 3 and 2 0 to 3.75 log cycles, respectively. These findings demonstrate that prepackage pasteurization, 
either alone or in combination with postpackage pasteurization, is an effective tool for controlling L monocytogenes surface 
contamination that may result from in-house handling. 


Listeria monocytogenes is a significant foodborne path- 
ogen that is capable of causing foodborne illnesses that may 
simulate flulike conditions (i.e., listeriosis). Serious infec- 
tions can further lead to abortions in pregnant women and 
meningitis. Mortality rates can reach 25 to 30% overall in 
large outbreaks and may even be as high as 50% (septi- 
cemia) to 70% (meningitis) for primary infected individuals 
or >80% for perinatal-neonatal infections. Consequently, 
both the U.S. Department of Agriculture's Food Safety and 
Inspection Service (USDA-FSIS) and the U.S. Food and 
Drug Administration (FDA) have issued a zero tolerance 
for this pathogen in ready-to-eat (RTE) foods, declaring it 
an "adulterant" and "added agent" harmful or injurious to 
consumers (15). 

L monocytogenes is widespread in the environment 
and has been found in plants, soil, animals, water, silage, 
and other processing environment sources. The organism is 
heat and salt tolerant, can form biofilms on food processing 
equipment (10), and has the ability to grow at refrigeration 
temperatures. Like many animal-associated pathogens, L. 
monocytogenes can gain entry into meat processing facili- 
ties through contaminated carcasses and/or boxed beef, 
poultry, or other meats (14). Epidemiological studies indi- 
cate that L monocytogenes is often transferred through 
cross-contamination from employees, drains, standing wa- 
ter, residues, floors, and food contact surfaces, suggesting 
that a finished RTE product can readily acquire L mono- 
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cytogenes contamination prior to final packaging while the 
product is exposed to environmental contamination (9, 12). 
Thus, sanitation programs are critical in controlling the 
pathogen in processing environments. 

Foods typically associated with listeriosis are foods 
that are highly processed and have an extended shelf life, 
foods such as RTE processed meats (6). L. monocytogenes 
can be found in the environments of food processing facil- 
ities, and therefore its elimination from these types of fa- 
cilities is of particular concern to manufacturers of RTE 
meats. Alarmingly, the results of USDA-FSIS RTE meat 
sampling program from 1998 to 2001 showed L. monocy- 
togenes incidence rates of 5.7% for sliced luncheon meats, 
4.4% for small-diameter sausages (hot dogs), and 3.1% for 
cooked roast beef. Since being labeled as an adulterant of 
RTE foods, L monocytogenes has been involved in nu- 
merous product recalls, foodborne illnesses, and even 
deaths due to the consumption of contaminated RTE meat 
products (1-3). One of the largest outbreaks arising from 
postprocessing contamination of RTE meats, occurring in 
1998, involved a large manufacturer of hot dogs and lun- 
cheon meats and resulted in 21 deaths and >100 illnesses 
in 14 states, leading to the recall of 35,000,000 lb of hot 
dogs and deli meats (7, 2). 

Postprocessing contamination of RTE meats with L. 
monocytogenes has become a major concern to the value- 
added processed-meat industry, and surface pasteurization 
is becoming an effective means for reducing the risk posed 
by such products. Much of the research on meat surface 
pasteurization has been related to steam pasteurization (i.e., 
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Frigoscandia, Inc., a manufacturer of equipment for surface 
pasteurization using steam) of exposed raw beef carcass 
surfaces to reduce the incidence of Escherichia coli 0157: 
H7 that might end up in trimmings and ground beef (4). 
The Listeria problems currently encountered in the RTE 
processed meat industry are the result of a combination of 
(i) Listeria contamination from the processing environment 
and from workers and (ii) a high degree of postprocessing 
product exposure to potential contamination sources and 
handling practices that could allow incidental surface con- 
tamination (worker handling, removal of deli products from 
cook-in bags, exposed product on trays or carts wheeled 
into smokehouses, etc.). Various technologies and ap- 
proaches to help reduce the risk of postprocessing contam- 
ination have emerged, including chemical-antimicrobial 
treatments (5, 11, 13), irradiation (not yet approved for RTE 
meats) (16), and thermal processes such as postpackage 
submerged water pasteurization (7, 8), These techniques 
can be used either individually or in combination to pro- 
duce a "hurdle" effect on pathogen contaminants. To pro- 
vide a solution to this problem, we have been studying sur- 
face pasteurization as a convenient and effective means of 
reducing incidental contamination on product surfaces im- 
mediately before (prepackage) or after (postpackage) final 
packaging. Postpackage pasteurization (7) has already been 
implemented by several large meat processors. The objec- 
tive of this work was to investigate the effectiveness of a 
radiant heat oven for the prepackage surface pasteurization 
of RTE deli meats as a means of controlling L monocy- 
togenes on fully cooked meat products (turkey bologna, deli 
ham, corned beef, and roast beef)- 

MATERIALS AND METHODS 

Bacterial strains. A mixture of four strains of L monocy- 
togenes (Scott A-2, serotype 4b; V7-2, serotype l/2a; 39-2, retail 
hotdog isolate; 383-2, ground beef isolate) was used for the in- 
oculation trials. These strains were made resistant to streptomycin 
(100 |xg/ml; Sigma Chemical Co., St. Louis, Mo.) and rifamycin 
S/V (10 u,g/ml; Sigma) and were plated on general-purpose agar 
(tryptic soy agar [TSA]; Difco, Becton-Dickinson, Franklin Lakes, 
N.J.) containing these antibiotics when they were selectively plat- 
ed for the inoculum cultures. This approach allows the recovery 
of viable and heat-injured cells without the need for harsh selec- 
tive media that may prevent the growth of heat-injured cells (e.g., 
modified Oxford agar) or in lieu of indigenous contaminating bac- 
teria. For the culturing of the bacterial strains, 100 p.1 of thawed 
frozen culture was transferred to 10 ml of brain heart infusion 
(BHI) broth and incubated overnight at 30°C; each of the four 
cultures was then transferred individually to 40 ml of BHI culture 
and later combined (for a total volume of 160 ml) prior to their 
use in the dip inoculation treatment. For surface contact inocula- 
tion, overnight cultures were mixed in equal proportions, and the 
mixture (100 |xl) was surface plated onto tryptic soy agar (TSA) 
that was held overnight at 30°C. 

Product inoculation. Samples of roast beef (whole and split 
rounds), corned beef (whole logs), and ham (formed and whole 
muscle) generally weighed 4 to 13 lb ( 1.8 to 5.9 kg), and turkey 
bologna samples were composed of — 2-lb sections. Except for 
two lots of roast beef (received frozen and allowed to thaw), all 
products were received fresh and refrigerated from commercial 


processors as they would normally be shipped for sale to retailers 
without the additional thermal processing. The products were 
stored at 3°C (37.4°F) upon receipt and were removed from re- 
frigerated storage just prior to inoculation, so the internal tem- 
perature was the same. Immediately before they were used, prod- 
ucts were taken from refrigerated storage, removed from their 
packaging wrap, and inoculated with L monocytogenes by the dip 
inoculation method or by a contact inoculation method. Control 
samples were also inoculated for each replication trial but were 
* not heated; these samples were used to determine the basal re- 
covery level for the inoculated microorganisms. 

For the dip inoculation method, ca. 160 ml of a four-strain 
mixture (i.e., 4 X 40 ml) of L monocytogenes was placed in a 
stainless steel bowl into which individual product pieces were 
dipped and rotated until all exposed surfaces had been wetted with 
the mixed culture. Product pieces were then placed on a sterile 
tray for 5 min to allow excess culture to drain off and were then 
placed on a conveyor belt leading into the radiant heat oven. With 
the use of the dip inoculation method, inoculation levels of ca. 1 
X 10 9 to 3 X 10 9 CFU per product were typically achieved, as 
determined by recovery from inoculated but unheated control 
samples. 

For the contact inoculation method, sponge-foam padding 
material (ca. 5 to 6 cm thick) was cut to the shape of a petri plate, 
autoclaved in foil -covered beakers, and used to pick up the mixed- 
strain inoculum lawn from inoculated petri plates after overnight 
incubation on agar plates with the use of a contact and twist mo- 
tion. The inoculum was then contact inoculated onto the surface 
of the product with the same twist motion. The inoculated product 
was then placed on the conveyor leading into the radiant heal 
oven. As determined from nonheated control samples, the contact 
inoculation method also provided initial L monocytogenes levels 
of 1 X 10 9 to 3 X 10 9 CFU per product sample. 

Prepackage pasteurization with a radiant heat oven. A 

radiant heat oven (480 V, 30 A; Infrared Grill) was obtained from 
Unitherm Foodsystems (Bristow, Okla.) and installed in our path- 
ogen processing pilot plant (Fig. 1 A and IB). The oven consisted 
of a stainless steel conveyor belt with heating elements positioned 
above and below it (Fig. 1). Heating coils had 12 in. (30.5 cm) 
of lateral clearance at the level of the conveyor belt and 8 in. 
(20.3 cm) of vertical clearance above the belt; separate bottom 
coils were positioned 5 in. (12.7 cm) below the belt. The coils 
themselves were spaced 2.5 to 3 in. (6.3 to 7.6 cm) apart. Inoc- 
ulated product pieces were passed through the radiant heat oven 
(Fig. 1 ) for various treatment limes at full power (no. 5 dial setting 
for ham and roast beef) or 80% power (no. 4 dial setting for turkey 
bologna). Products were processed for treatment times of 45 to 
120 s depending on the resilience of the product and the through- 
put requirements of the product's processors; treatment times were 
adjusted by altering the speed of the belt. Product logs were placed 
lengthwise on the belt. Half rounds of roast beef were pasteurized 
both with the cut face facing the end of the oven and with the cut 
face facing to one side. After passage through the oven, product 
samples were placed into a sterile bag, chilled in an ice-water 
slurry, and rinsed with a chilled sterile diluent (50 ml of 0.1% 
buffered peptone water) to recover cells for microbial analysis 
(usually within 15 to 20 min); inoculated but unheated control 
samples were treated similarly. The same procedure was used for 
all meal samples. 

Postpackage surface pasteurization. Postpackage surface 
pasteurization of fully cooked deli ham, roast beef, and turkey 
bologna was carried out as described previously with a 50-gal 
(189-liter) steam-injected temperature-contniled water bath (7). 
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FIGURE 1 . Tlie radiant heat oven used in 
this study. (A) Control box, conveyor belt, 
and radiant oven. (B) Internal view of 
heating coils. (C) Attachment of tempera- 
ture-hardened DataTrace probes to turkey 
bologna product. (D) Raytek ST80 hand- 
held infrared temperature monitor. 



For samples processed by postpackage pasteurization alone (roast 
beef), we used a 25-ml inoculum. Additional resuspensiondiluent 
was used after pasteurization to ensure the recovery of the re- 
maining inoculum. 

Combination pre- and postpackage surface pasteuriza- 
tion. We investigated a combination pasteurization process that 
included a short prepackage pasteurization treatment (for 45 or 60 
s) followed quickly by vacuum packaging and postpackage pas- 
teurization (for 45, 60, or 90 s) by submersion and subsequent 
microbial analysis as described previously (7). 

Product temperature measurement. Product temperatures 
were measured by several methods. Temperature-hardened 
DataTrace probes (Mesa Labs, Lakewood, Colo.) were placed at 
the tops, bottoms (offset to one side), sides, fronts, and backs of 
turkey bologna samples to determine the oven's temperature dis- 
tribution on all sides of the product, which could not easily be 
determined by any other method (Fig. IC). An infrared digital 
thermometer (Raynger Model ST80, Raytek, Santa Cruz, Calif.) 
that could provide the average, minimum, and maximum temper- 
atures of the locations of eight infrared dots projected onto a prod- 
uct in a circular pattern was also used (Fig. ID). 

Microbiological analysis. For the recovery of the inoculum 
bacteria remaining after radiant heat and/or postpackage pasteur- 
ization, products were placed into large sterile bags, and 25 to 50 
ml of buffered peptone water was added. The bags were then 
shaken and massaged for 5 min to resuspend surviving bacteria 
in the rinse buffer. Recovery of the rinse buffer was followed by 
appropriate serial dilutions and pour plating on TSA containing 
the antibiotics specified above. The plates were then incubated for 
48 h at 30°C. 


Experimental design. Except for one trial involving frozen- 
and-thawed roast beef that was carried out in duplicate, all trials 
were carried out in triplicate. Inoculated control samples and ex- 
perimental samples were run in pairs for each processing condi- 
tion within a replicate. Different replications were carried out on 
separate days with different lots of the same product and with 
pairs of samples from the same lot for each test condition. Stan- 
dard deviations were obtained for multiple samples in the various 
replications. Treatment times were limited to those of practical 
application by the various participating processors. 

RESULTS AND DISCUSSION 

In this study, we examined prepackage surface pas- 
teurization of RTE meats with the use of a radiant heat oven 
(Fig. 1A and IB) alone and in combination with postpack- 
age pasteurization (7) for the reduction of incidental L. 
monocytogenes contamination that could occur during post- 
processing handling and packaging. 

We examined the surface temperatures of a turkey bo- 
logna product with temperature-hardened probes. With the 
use of paired placements of probes (Fig. 1C) on turkey 
bologna (top-offset-bottom, left side-right side, front face- 
rear face) we were able to examine the temperatures on the 
various surfaces in order to test for major discrepancies. 
The largest discrepancy observed was that between the up- 
per and lower product surface temperatures (Fig. 2A), 
which was a result of the "shielding" of the bottom of the 
product by the stainless steel mesh conveyor belt and was 
alleviated (Fig. 2B) by a design modification. In order to 
alleviate this condition, the manufacturer suggested making 
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FIGURE 2. Temperature profiles obtained from turkey bologna with temperature -hardened DataTrace probes placed on the top and 
on the bottom (offset from dead center) of the product in relation to the positioning of the underlying heating elements. Temperature 
profiles with bottom heating elements (A) turned down and away from the conveyor belt, (B) turned up toward the underside of the 
conveyor belt, (C) directed downward, and (D) directed upward toward the conveyor belt are shown. The radiant heat oven conditions 
included a 60-s treatment time, temperature setting no. 4, and an air temperature of 475 °F (246V). 


a rotational adjustment to the heating coils underlying the 
conveyor belt (Fig. 2C) to move the coils closer to the belt 
and the overlying product's bottom surface (Fig. 2D). This 
modification resulted in a noticeable and significant im- 
provement in the top and bottom heating profiles compared 
with what had previously been observed. It should be noted 
that the "bottom" probes were placed "off center" and 
were not influenced by the temperature of the belt, which 
is nominally 95 to 99°F (35 to 37°C) upon its return to the 
oven entrance, since approximately 65 to 70% of the circuit 
of the circular belt is outside the oven; this is also the case 
for larger commercial systems. 

Although we used metal-tipped probes to obtain sur- 
face measurements, we recognized that these probes could 
be susceptible to errors. If the probes are placed 1 to 2 mm 
too deep (along the surface), they may measure more sub- 


surface temperature, and if placed too high, they may be 
influenced more by air temperature, and therefore extreme 
care was taken in their placement. Our intention was to 
determine whether gross temperature differences existed, 
because we expected that different products of different 
shapes and sizes would be positioned closer to or farther 
from the upper heating coils in practical use, and this would 
present a problem with any fixed-distance radiant oven. A 
handheld infrared thermometer that gave the average tem- 
peratures at the locations of eight infrared dots projected 
onto the surface of a product (Fig. ID) was also used. At 
first, this infrared thermometer appeared to be a better 
means of obtaining accurate surface temperature measure- 
ments. However, temperature values would change as either 
conveyor belt or hand movement would change the posi- 
tions of the dots and the exact points that were being mea- 
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FIGURE 3. Radiant heat surface pasteurization of (A) ham and (B) roast beef inoculated by the dip method or the contact method and 
processed at highest power setting for the time indicated. Each data point represents the mean for paired samples from triplicate 
replications. Error bars represent standard deviations of the mean. 


sured. It is conceivable that a mounted infrared temperature 
sensor-monitor could provide continuous monitoring of 
product as it exits the oven to provide a continuous real- 
time alert if targeted surface temperatures are not achieved 
(i.e., with the sensor-monitor pointing at the product, per- 
haps through a hole in the exit housing, as it exits the oven). 
With the handheld infrared monitor, we observed surface 
temperatures for ham in the ranges of 138 to 162°F (59 to 
72°C; 30-s treatment time), 147 to 189°F (64 to 87°C; 45- 
s treatment time), 154 to 209°F (68 to 98°C; 60-s treatment 
time), and 165 to 215°F (74 to 102°C; 75-s treatment time). 
Some cut meat surfaces (turkey bologna, roast beef half 
rounds) showed somewhat lower temperatures than other 
surfaces, either because the cut flat side was offset from 
directly facing the heat source or because the cut sides also 
showed slight sweating (purge) during heating. Occasion- 
ally, surface temperatures as high as 250°F (I21°C) would 
be observed, but temperatures would quickly decrease as 
the product moved. 

As with postpackage pasteurization, care should be tak- 
en in developing microbial -reduction processing models 
based on surface temperatures without confirmatory inoc- 
ulation studies. It is clear from various high surface tem- 
perature measurements we obtained that the accompanying 
microbial reduction was not in line with what would be 
expected on the basis of extrapolation from D-values (dec- 
imal reduction times) for the inoculated pathogens (7), Un- 
like the heating of fully cooked products to a specific in- 
ternal temperature so that the entire product from the center 
outward has reached at least the target temperature, brief 
surface heating may not necessarily penetrate all of the cuts, 
folds, and crevices that can be accessed by bacteria, and 
therefore single-point, or even multipoint, temperature read- 
ings for the outermost surface may be of limited practical 
application. 


In previous studies of postpackage pasteurization, a 
fixed amount of inoculum was added to each of the prod- 
ucts in vacuum-packaging bags before the bags were vac- 
uum sealed (7). This method of inoculation had to be mod- 
ified for use with surface inoculation of a nonpackaged 
product, and therefore we examined both a dip inoculation 
method and a contact inoculation method and contemplated 
the practical difference between the two methods after they 
had been used in several pasteurization trials. RTE deli ham 
and roast beef half rounds inoculated by both methods were 
surface pasteurized (Fig. 3). The results obtained indicate 
that L. monocytogenes reductions for the contact inocula- 
tion method were 1 to 2 log cycles larger than those for 
the extreme dip inoculation method. During the radiant heat 
surface pasteurization of hams inoculated with L. monocy- 
togenes and processed for 45 to 75 s, we obtained 0.75- to 
1 .85-Iog reductions when the dip method was used and 2.7- 
to 3.9-log reductions when the contact inoculation method 
was used (Fig. 3A). Similarly, with roast beef we achieved 
1.5- to 2.2-log reductions for the dip inoculation method 
and 2.5- to 3.8-log reductions for the contact inoculation 
method when samples were processed for 60 to 90 s (Fig. 
3B). The differences between the two inoculation methods 
are reasonably assumed to be due to the aggressive infiltra- 
tion of small cracks, crevices, and folds, which protects 
some of the bacteria from the full heating regimen, when 
the dip method is used. 

Our results indicate that radiant heat pasteurization can 
reduce incidental contamination that may be acquired up- 
stream during postprocessing handling. We propose that 
this process would be most effective just prior to final pack- 
aging, a stage for which no such microbial interventions 
currently exist. However, there could still be concerns about 
contamination during the final packaging, although such 
contamination would be minimized if the product were 
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FIGURE 4. Radiant heat prepackage surface pasteurization of (A) formed ham and (B) turkey bologna alone and in combination with 
postpackage pasteurization. Prepackage pasteurization was performed at temperature setting no, 5 (the highest setting) for ham (for 
an air temperature of 750°F [399VD and at temperature setting no, 4 for bologna (475°F [246°CD with a 60-s treatment time for 
both products. Postpackage pasteurization (PPP) was applied for 60 or 90 s for ham and for 45 or 60 s for turkey bologna at 200°F 
(93.3V). Products were inoculated by the dip method. 


packaged immediately while still hot. With this in mind, 
we further examined a combined pre- and postpackage pas- 
teurization step that would provide the benefit of direct sur- 
face heating of prepackage pasteurization along with the 
added benefit of further pasteurization after the final pack- 
aging while the surface is still warm (at which point no 
further exposure to contamination due to handling would 
occur). For formed ham and turkey bologna, we obtained 
1.35- and 1 .53-log reductions of L monocytogenes, respec- 
tively, when a 60-s radiant heat surface pasteurization step 
was used with product inoculated by dip method, our most 
aggressive inoculation method (Fig. 4). When prepackage 
pasteurization of the ham was followed by 60- or 90-s post- 
package pasteurization at 200°F (93.3°C), we obtained 
overall 3.17- and 3.91 -log reductions of L monocytogenes, 
respectively (Fig. 4A). When prepackage pasteurization of 
the turkey bologna was followed by 45- or 60-s submersed 
water postpackage pasteurization, we obtained overall 2.73- 
and 4.3-log reductions of L. monocytogenes, respectively 
(Fig. 4B). 

The results of our examination of both the dip and the 
contact inoculation methods suggest that the contact inoc- 
ulation method is more typical of the manner in which in- 
cidental contamination is acquired in plants and that this 
method is more practical for the surface inoculation of large 
nonpackageddeli meat products. It is important to note that 
the contact inoculation method does not undercut the safety 
of process evaluation, since the typical sponge-delivered 
contact inoculum for our deli products resulted in L mon- 
ocytogenes levels of ca. 10 9 CFU per product piece tested, 
and all products were inoculated in this manner on several 


sides. There is no conceivable way that fully cooked prod- 
uct could acquire such high levels of Listeria through con- 
tact unless growth-permissive conditions were involved. 

In an additional roast beef study involving only contact 
inoculation, we examined the effect of radiant heat surface 
pasteurization on whole and half rounds of roast beef po- 
sitioned in the oven with the cut side facing either forward 
or to the side, and we compared frozen -and -thawed roast 
beef product processed by radiant heat pasteurization alone 
with that processed by radiant heat pasteurization in com- 
bination with postpackage pasteurization (Fig. 5). Radiant 
heat pasteurization of both whole and half rounds of fresh 
refrigerated roast beef (regardless of position) as well as 
whole logs of corned beef resulted in similar L monocy- 
togenes reduction levels (2.15 to 2.45 log cycles) (Fig. 5A). 
However, radiant heat pasteurization of frozen-and-thawed 
roast beef resulted in lower reduction levels (1.5 log cy- 
cles), presumably owing to the destruction of meat cells, 
leading to an increase in the "juiciness"' of the roast beef 
after thawing (Fig. 5B). When frozen-and-thawed roast beef 
was processed via short-term postpackage pasteurization 
(for 60 and 90 s), freezing and thawing together with the 
short processing time was also found to result in low L. 
monocytogenes reduction levels (Fig. 5B). However, wheth- 
er roast beef was fresh, or frozen and thawed, the use of 
the combination of 60 s of radiant heat pasteurization fol- 
lowed by 60 or 90 s of postpackage pasteurization (200°F) 
resulted in reduction levels of >3 log cycles (Fig. 5A and 
5B), which would have required 10 min to achieve with 
postpackage pasteurization alone. It should be noted that 
for fresh roast beef, the combination of 60 s of radiant heat 
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FIGURE 5 . Radiant heat prepackage pasteurization of roast beef alone and in combination with postpackage pasteurization. (A) Radiant 
heat surface pasteurization of roast beef top rounds (whole round, 13 to 16 lb), half rounds with the cut sides facing the tunnel exit 
("A, " 6.5 to 8' lb), half rounds with the cut sides facing to the side ("B, " 6.5 to 8 lb), and corned beef logs (whole, 25 to 27 lb). (B) 
Radiant heat surface pasteurization alone, submerged water postpackage pasteurization (PPP) alone, and a combination of pre- and 
postpackage surface pasteurization of roast beef half rounds. Treattnents are as indicated. All of panel A and the first two bars of panel 
B represent fresh refrigerated product; the remainder of panel B represents product that was frozen and then thawed for testing. All 
samples were inoculated by the contact inoculation method. 


pasteurization and 60 s of postpackage pasteurization re- 
sulted in larger reductions than a slightly longer process 
(60 s of radiant heat pasteurization and 90 s of postpackage 
pasteurization) did for frozen -and-tha wed roast beef (Fig. 
5B). The reduction in the time required for the postpackage 
pasteurization phase of the combination process (60 or 90 
s) provided the additional benefit of generating little or no 
purge compared with what we have observed in trials in- 
volving longer postpackage pasteurization times (4, 6, 8, 
and 10 min) (7). These data demonstrate the effectiveness 
of a short-duration combined process that provides addi- 
tional processing after final packaging with no further han- 
dling of the product in significantly reducing pathogen lev- 
els. However, the heat-treated product may need to be 
chilled prior to boxing, since the surface quarter inch has 
been heated. 

The results of the present study indicate that radiant 
heat prepackage surface pasteurization, postpackage surface 
pasteurization (7), or a combination of the two processes 
can alleviate potential Listeria contamination on RTE deli 
meat surfaces with minimal effects on product quality. The 
benefits of such a process should be considered with respect 
to the potential for a product's acquisition of contamination 
in plant environments in which RTE products are manu- 
factured and packaged and in comparison with those of 
preexisting processing lines that do not include additional 
intervention steps. The potential savings of such a process 
must be measured in view of recent large recalls (and, 
worse, illnesses and deaths) that have been attributed to the 
manufacture and distribution of contaminated products. The 
data provided herein demonstrate that new processing strat- 


egies and microbial interventions that can provide safe 
products for the benefit of consumers and processors alike 
are currently available. 
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A. Requirements of the Final Rule 


Listeria monocytogenes is a pathogen that is widely distributed in the environment such 
as plant, soil, animal, water, dirt, dust, and silage. Because L. monocytogenes can be 
found in slaughter animals and in raw meat and poultry and other ingredients, it can be 
continuously introduced in the processing environment. The pathogen can cross- 
contaminate food contact surfaces, equipment, floors, drains, standing water and 
employees. In addition, the pathogen can grow in damp environments and can establish a 
niche and form biofilms in the processing environment that is difficult to eliminate during 
cleaning and sanitizing. Other characteristics of L. monocytogenes that makes it a 
formidable pathogen to control are its heat and salt tolerance and its ability to grow at 
refrigeration temperatures. 

The lethality treatment received by processed ready-to-eat (RTE) meat and poultry 
products eliminate the pathogen, however products can be re-contaminated by exposure 
after the lethality treatment during peeling, slicing, repackaging, and other procedures. 
Several foodborne illnesses resulting in hospitalization, miscarriage and death have been 
linked to the consumption of deli meats and hotdogs containing L. monocytogenes. The 
cause of L. monocytogenes contamination in these outbreaks was traced to post-lethality 
exposure and contamination by the pathogen. Hot dogs and deli meats are examples of 
RTE meat and poultry products that receive a lethality treatment to eliminate pathogens, 
and are subsequently exposed to the environment during peeling, slicing, and 
repackaging operations. If L. monocytogenes is present in the equipment used for 
peeling, slicing or repackaging, the pathogen can be transferred to the product upon 
contact. Since RTE products are consumed without further cooking for safety, there is a 
possibility of the occurrence of foodborne illness. 

RTE meat and poultry processing plants must include control programs for Listeria 
monocytogenes in their HACCP plan, Sanitation SOP or prerequisite programs to prevent 
its growth and proliferation in the plant environment and equipment, and cross- 
contamination of RTE products. The final rule for the control of Listeria monocytogenes 
include three alternative methods that establishments can use in the processing of RTE 
meat and poultry products during post-lethality exposure. These alternatives are based on 
different ways of controlling L. monocytogenes used in the processing of RTE products 
that are exposed to the environment after the lethality treatment. The risk for 
contamination by the pathogen increases from alternative 1 to 3, based on the control 
methods used by the establishment. Alternative 1 requires an establishment to apply a 
post-lethality treatment and an antimicrobial agent or process to control L. 
monocytogenes. Alternative 2 requires an establishment to apply either a post-lethality 
treatment or an antimicrobial agent or process. In alternative 3, the establishment does 
not apply any post-lethality treatment or antimicrobial agent or process, so it is required 
to have a sanitation program that includes testing food contact surfaces and holding 
product when tests turn out positive. An establishment must identify to which alternative 
their RTE product falls into based on its control program for L. monocytogenes. An 
establishment must apply the control methods required for the specific alternative in its 
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processing so it can qualify for the alternative. Each alternative has requirements that the 
establishment must comply to. 

The compliance guidelines aim to help the establishment in its use of control methods for 
L. monocytogenes. Its purpose is to show establishments what the control methods used 
singly or in combination can achieve to prevent or eliminate L. monocytogenes 
contamination in the product during post-lethality exposure. Establishments can use the 
guidelines to determine control methods that are best suited to their processing. Some 
establishments may have instituted methods which they have verified to be effective in 
controlling the pathogen and may not need to change their methods to follow these 
guidelines. However, FSIS will make a determination on the effectiveness of the controls 
and establishment verification testing when deciding how FSIS will conduct verification 
in the establishment. These guidelines will be updated as necessary to include validated 
and other effective procedures as they become available. 

Alternative 1 

Alternative 1 requires the use of post-lethality treatment (which maybe an antimicrobial 
agent) to reduce or eliminate T. monocytogenes and an antimicrobial agent or process to 
suppress or limit the growth of the pathogen. For RTE products that are cooked and then 
removed from their cooking bag and sliced, diced or repackaged, there is a risk of cross 
contamination from the equipment, conveyor belts and the environment. These products 
need to be aseptically processed and then repackaged under strict sanitary conditions to 
prevent contamination from I . monocytogenes . Post lethality treatments such as steam 
pasteurization, hot water pasteurization, radiant heating and high pressure processing 
have been developed to prevent or eliminate post-processing contamination by L. 
monocytogenes. RTE products where post-lethality treatments were shown by studies to 
be effective in reducing the level nf T ,. monocytogenes are whole or formed ham, whole 
and split roast beef, turkey ham, chicken breast fillets and strips, and sliced ham, sliced 
turkey, and sliced roast beef. 

Examples of antimicrobial agents shown to inhibit listerial growth are lactates, acetates or 
diacetates added in the formulation and the use of growth inhibitors in the immediate 
packaging material. Some growth inhibitor packaging and some levels and combinations 
of antimicrobial agents were shown by research studies to reduce the levels of L, 
monocytogenes . RTE products where studies on antimicrobial agents were shown to be 
effective in the control L. monocytogenes are hot dogs, bologna, cotto salami, and 
bratwurst. 

An establishment whose product or process falls in Alternative 1 must have the post- 
lethality treatment that reduces or eliminates the pathogen in its HACCP plan. The post- 
lethality treatment must be validated according to § 417.4 as being effective in reducing 
or eliminating T.. monocytogenes and the validation should specify the log reduction 
achieved by the post-lethality treatment and antimicrobial agents. The effectiveness of the 
post-lethality treatments and antimicrobial agents must be verified and have the 
verification results available to FSIS personnel upon request. 
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The antimicrobial agent or process that limits or suppresses L. monocytogenes must be 
included in the establishment's HACCP plan, or sanitation SOP, or other prerequisite 
program. The establishments must have documentation in its HACCP plan, Sanitation 
SOP or other prerequisite program to demonstrate that the antimicrobial agent or process, 
as used, is effective in suppressing or limiting growth of L. monocytogenes . The 
establishment must validate and verify the effectiveness of its antimicrobial agent or 
process included in its HACCP plan in accordance with § 417.4. If the antimicrobial 
agent or process is in the Sanitation SOP, the effectiveness of the measures must be 
evaluated in accordance with 416.14. If the control measures for L. monocytogenes are 
contained in a prerequisite program other than a Sanitation SOP, the program must ensure 
that the program is effective and does not cause the hazard analysis or the HACCP plan 
to be inadequate. 

Post-lethality treatments can be applied as a pre-packaging treatment, e.g. radiant heating, 
or as post-packaging treatments, e.g., hot water pasteurization, steam pasteurization, and 
high pressure processing. Some of the studies on post-lethality treatments are reviewed in 
section B. Establishments should refer to the details of the studies if they want to use the 
intervention method in their processing. The guidelines will be updated to include 
studies or other methods as they become available. Studies on post-lethality treatments 
showed reductions of inoculated L. monocytogenes from 1 to 7 logio CFU/g depending 
on the product type, and duration, temperature and pressure of treatment. Higher log 
reductions were obtained when both pre-packaging and post-packaging surface 
pasteurizations were applied, and when post-lethality pasteurization was combined with 
the use of antimicrobial agents. 

An establishment can use available published research studies as reference for their 
validation provided it uses the product type or size, the type of equipment, time, 
temperature, pressure and other variables used in the study in order to result in the same 
level of reduction of L. monocytogenes . An establishment that uses products, treatments 
or variables other than those used in the studies must perform its own validation studies 
to determine the effective reduction of L. monocytogenes as a result of the post-lethality 
treatment or antimicrobial agent applied to the products. Some of the published studies 
use different products and report a range of levels of reduction of L. monocytogenes. In 
this case, the establishment must validate the use of the post-lethality treatment or 
antimicrobial agent for their specific products. The establishment must specify the level 
of reduction achieved by the post-lethality treatment or antimicrobial agent applied in 
their validation. Aside from validation of the post-lethality treatment and antimicrobial 
agent, the establishment must verify its effectiveness by testing for L. monocytogenes . 

Antimicrobial agents can be added to the product formulation, to the finished product or 
to the packaging material to inhibit growth of L. monocytogenes in the post-lethality 
exposed product during its refrigerated shelf life. Studies on antimicrobials added to the 
packaging material or active packaging showed a 1-2 logio CFU/g reduction of L. 
monocytogenes during the refrigerated shelf life of the products. Lactates, acetates and 
diacetates are some antimicrobials added to the formulation of RTE meat and poultry 
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products. Based on published studies, growth reduction or inhibition achieved by adding 
these antimicrobials to product formulation depends on a variety of factors. Depending 
on the amount of antimicrobials and other growth inhibitors added to the product 
formulation and other ingredients in the product, growth inhibition ofL. monocytogenes 
was shown to range from 30 days to 120 days at refrigerated temperatures. Some 
published studies on antimicrobials are reviewed in section C. Establishments should 
refer to the details of the studies if they want to use the intervention method in their 
processing. 

An antimicrobial process that controls the growth of L. monocytogenes in the post- 
lethality environment is a lethality process that renders a RTE product shelf stable. Shelf 
stable products are formulated with salt, nitrites and other additives, and processed to 
achieve a water activity, pH and moisture-protein ratio that will reduce the level of L, 
monocytogenes and other pathogens during processing. In addition, the lethality 
treatment exerts a continuing bactericidal and bacteriostatic effect and does not support 
the growth of L. monocytogenes and other pathogens during the shelf life of the product 
at ambient temperatures. In this case, the antimicrobial process could serve as a both a 
post-lethality treatment and growth inhibitor. The establishment should have 
documentation on file to demonstrate the effectiveness of the lethality treatment through 
the shelf life of the product/Examples of shelf stable RTE products are country cured 
ham, pepperoni, salami, and jerky. 

Another antimicrobial process that controls the growth ofL. monocytogenes in the post- 
lethality environment is freezing of RTE products. Freezing prevents the growth of any 
microorganisms in the product because their metabolic activities are arrested, but 
depending on the method and length of freezing and other factors, some microbial kill 
can also result. Like other microorganisms, L. monocytogenes is resistant to freezing. 
Once the product is thawed, metabolic activities of microorganisms may resume, 
depending on whether the microorganisms are killed, injured, or not affected at all. 
Therefore this antimicrobial process is only effective while the product is frozen. Labels 
of RTE frozen products contain cooking instructions for the frozen product and for 
thawed and refrigerated product, and instructions for thawing at refrigerated 
temperatures. Examples of frozen RTE products are fully cooked frozen chicken nuggets, 
fully cooked frozen chicken breast patties or frilly cooked frozen dinners. 

The establishment can include the antimicrobial treatment that limits or suppresses L. 
monocytogenes in the HACCP plan, or Sanitation SOP or prerequisite program. 
However, the establishment must show the effectiveness of the antimicrobials in 
suppressing or limiting L. monocytogenes in these programs. An establishment can use 
published studies as reference for its validation as long as it uses the same treatment 
variables as those used in the study. These variables include among others, specific 
antimicrobial agents, concentration, time and temperature of effectiveness and others. 
Use of antimicrobial singly or in combination, with different concentration and other 
variables, and for products not used in the studies must be validated or tested for their 
effectiveness. This must be validated for the HACCP plan, or documented in the 
Sanitation SOP or other prerequisite programs. The establishment must verify that the 
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antimicrobial program is effective by testing product for L. monocytogenes and must 
verify that it does not cause the hazard analysis or the HACCP plan to be inadequate. 

An establishment with products in Alternative 1 must maintain sanitation in the post- 
lethality processing environment in accordance with part 416. The establishment must 
make the verification results that demonstrate the effectiveness of its controls, whether 
from carrying out its HACCP plan, or its Sanitation SOP, or other prerequisite program, 
available upon request to FSIS inspection personnel. 

Establishments have been using prerequisite programs before in their processing 
operations, and the Agency has recently accepted the use of prerequisite programs as an 
option in another policy. However, giving the establishment the option to include the 
antimicrobial agent or process in a prerequisite program in this rule is the first time 
prerequisite programs are recognized in codified regulations. 

An establishment with products in Alternative 1 must have a post-lethality treatment that 
effectively reduce or eliminate L. monocytogenes , and an antimicrobial agent or process 
that suppresses any growth of the pathogen and extend the effect of the post-lethality 
treatment during the shelf life of the product. The Agency considers these treatments to 
be effective in controlling the pathogen to result in a safe RTE product. If an 
establishment has an effective Sanitation SOP, any contamination by L. monocytogenes 
would be very small, so the post-lethality treatment and the antimicrobial will be able to 
reduce or eliminate this contamination. If there is gross contamination, the effectiveness 
of the treatments may be reduced or negated. Therefore the Agency is relying on the 
establishment's Sanitation SOP to prevent contamination with L, monocytogenes , and the 
post-lethality treatment and antimicrobials to further reduce or eliminate the pathogen. 

Because of this combination of controls, the Agency is not requiring establishments to 
have a testing program for food contact surfaces,. However, the establishments can test 
food contact surfaces for L. monocytogenes, or its indicator organisms, Listeria spp. or 
Listeria-like organisms, to verify that their Sanitation SOP is effective. L. monocytogenes 
belongs to the Listeria group or genus of microorganisms, therefore a positive test for 
Listeria spp. or Listeria -like organisms would indicate the potential presence of the 
pathogen. If these specific indicator organisms test negative, this is indicative that L. 
monocytogenes is not present. Aerobic plate counts (APC), total plate counts (TPC), and 
coliforms are not appropriate indicator tests for L. monocytogenes . Results from these 
tests do not indicate the presence or absence of the pathogen. Guidelines on sanitation 
procedures and food contact surface testing for L. monocytogenes or its indicator 
organisms, Listeria spp. or Listeria -like organisms, are found in section D. 

Alternative 2 

An establishment that identifies its products in Alternative 2 must apply either a post 
lethality treatment or an antimicrobial agent or process that controls the growth of L. 
monocytogenes . The establishment must have the post-lethality treatment in its HACCP 
plan and must be validated according to § 417.4 as being effective in reducing or 
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eliminating L. monocytogenes and should specify the log reduction achieved by the post- 
lethality treatment. The effectiveness of the post-lethality treatment must be verified by 
testing for L. monocytogenes and have the verification results available to FSIS 
personnel upon request. If an establishment has a product identified in Alternative 2 and 
uses a post lethality treatment to control L. monocytogenes in its product, it is not 
required to test food contact surfaces in the post-lethality environment. However, it can 
test food contact surfaces for L. monocytogenes, or its indicator organisms ( Listeria spp. 
or Listeria -like organisms), or it could be subject to frequent verification testing by FSIS 
if it does not. 

An establishment in Alternative 2 that only uses an antimicrobial agent or process to 
control L. monocytogenes in its product must have the agent or process included in the 
establishment's HACCP plan, or sanitation SOP, or other prerequisite program. The 
establishments should have documentation in its HACCP plan, Sanitation SOP or other 
prerequisite program to demonstrate that the antimicrobial agent or process, as used, is 
effective in suppressing or limiting growth of L. monocytogenes . The establishment 
should document the log levels of the pathogen that the antimicrobial agent or process 
can suppress and the length of time in days that the antimicrobial is effective. The 
establishment must validate and verify the effectiveness of its antimicrobial agent or 
process included in its HACCP plan in accordance with § 41 7.4. 

If the antimicrobial agent or process is in the Sanitation SOP, the effectiveness of the 
measures must be evaluated in accordance with 41 6. 1 4. If the control measures for L. 
monocytogenes are contained in a prerequisite program other than a Sanitation SOP, the 
program must ensure that the program is effective and does not cause the hazard analysis 
or the HACCP plan to be inadequate. The establishment should document its 
antimicrobial agent or process, its implementation and its verification results sufficiently 
in order to show that the HACCP plan is adequate in controlling the pathogen. The 
establishment must verify that the antimicrobials are effective by testing for L 
monocytogenes and have the verification results whether from carrying out its HACCP 
plan, or its Sanitation SOP, or other prerequisite program, available upon request to FSIS 
inspection personnel. 

If an establishment's product is in Alternative 2 and uses an antimicrobial agent or 
process that suppresses or limits the growth of L. monocytogenes in its product, it should 
maintain sanitation in the post-lethality environment in accordance with part 416. The 
sanitation program must include testing for food contact surfaces in the post-lethality 
environment to ensure that the surfaces are sanitary and free of L. monocytogenes or its 
indicator organisms (Listeria spp. or Listeria -like organisms). Studies on antimicrobials 
showed growth inhibition of L. monocytogenes if present at low levels of contamination 
during the shelf life of the RTE product. Antimicrobials were not shown to be effective at 
higher levels of contamination, so an effective sanitation program, which includes 
verification testing for food contact surfaces must be implemented at the same time that 
antimicrobials are used. 
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The sanitation program must provide for testing food contact surfaces in the post-lethality 
processing area to ensure that surfaces are sanitary and free of 1. monocytogenes or its 
indicator organisms. It must include the frequency of testing and identify the size and 
location of the sample sites to be sampled. It should include an explanation of why the 
testing frequency is sufficient to ensure that effective control of L. monocytogenes or its 
indicator organisms is maintained. In addition, the establishment must identify the 
conditions under which the establishment will implement hold-and-test procedures 
following a positive test for L. monocytogenes or its indicator organisms. The product 
will be subject to FSIS verification testing, because the establishment is not relying on a 
post-lethality treatment to eliminate L. monocytogenes. 

Alternative 3 

A post-lethality exposed product that does not use a post-lethality treatment or an 
antimicrobial agent or process to control the growth of L. monocytogenes fall under 
Alternative 3. An establishment producing this product must control the pathogen in its 
post-lethality processing environment through the use of sanitation control measures. 
Because the establishment is not relying upon a post-lethality treatment or an 
antimicrobial agent or process to control L. monocytogenes , the product will be subject to 
frequent FSIS verification testing. Examples of products in this alternative are fully 
cooked meat and poultry that are packaged and refrigerated such as hotdogs, deli meats, 
chicken nuggets, or chicken patties. 

For this alternative, the establishment must maintain sanitation in the post-lethality 
processing environment in accordance with part 416. The sanitation program must 
provide for testing food contact surfaces in the post-lethality processing area to ensure 
that surfaces are sanitary and free of L. monocytogenes or its indicator organisms. The 
testing program should include the frequency of testing, identify the size and location of 
the sample sites and include an explanation of why the testing frequency is sufficient to 
ensure that effective control of L. monocytogenes or its indicator organisms is 
maintained. In addition, the establishment should identify the conditions under which the 
establishment will implement hold-and-test procedures following a positive test for L. 
monocytogenes or its indicator organisms on a food contact surface. 

Moreover, an establishment that produces a deli product or a hotdog product must verify 
that the corrective actions that it takes with respect to sanitation after an initial positive 
test for L. monocytogenes or its indicator organisms on a food contact surface in the post- 
lethality processing environment are effective. The corrective action must indicate steps 
that the establishment will take to clean and sanitize the suspected food contact surfaces 
to eliminate the contamination. The verification of the effectiveness of the corrective 
action can be shown by follow-up testing that includes a targeted test of the specific site 
on the food contact surface area that is the most likely source of contamination by the 
organism and other additional tests in the surrounding food contact surface area as 
necessary to ensure the effectiveness of the corrective actions. During this follow-up 
testing, if the establishment obtains a second positive test for L. monocytogenes or an 
indicator organism, the establishment must hold lots of product that may have become 
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contaminated by contact with the food contact surface until the establishment corrects the 
sanitation problem indicated by the test result. 

Further, in order to be able to release into commerce the lots of product that may have 
become contaminated with L. monocytogenes from the food contact surface, the 
establishment must sample and test the lots for L, monocytogenes using a sampling 
method and frequency that will provide a level of statistical confidence that ensures that 
each lot is not adulterated with L. monocytogenes . If the product tests positive for 
monocytogenes , the product is considered adulterated and must be withheld from 
commerce. The establishment may destroy the held product , or rework the held product 
using a process that is destructive of L. monocytogenes . The establishment must 
document the results of the testing and the disposition of the product. An example of a 
hold-and test scenario can be found in section E-VIII. 

An establishment with products in Alternative 3 is likely to be subject to more frequent 
verification testing by FSIS than an establishment with products in Alternative 1 or 2. 
This is because the products in Alternatives 1 and 2 are formulated and/or processed to 
reduce or eliminate L, monocytogenes or limit its growth in the RTE product and present 
a lower risk than products in Alternative 3 that do not have these interventions. 
Likewise, an establishment in Alternative 3 that produces deli meat or hotdog products is 
likely to be subject to more frequent verification testing than one that does not produce 
such products because deli and hotdog products were ranked as higher risks for 
monocytogenes contamination by the risk assessment. 

Labeling 

Antimicrobial agents that are added to RTE products, either to the formulation or to the 
finished RTE product, and those that are included in the primary packaging material of 
RTE products are required to be included in the ingredients statement of the product 
label. In addition, establishments that use a post-lethality treatment or an antimicrobial 
validated to effectively eliminate or reduce L. monocytogenes , or suppress or limit its 
growth in the product can make claims or special statements on the labels of their 
products regarding the presence and purpose of use of the substances. The purpose of 
such claims is to inform consumers about measures taken by the processor to ensure the 
safety of the product and enable consumers to make informed purchase decisions. Such 
claims are voluntary, and may be of value to consumers especially those in groups most 
vulnerable to foodborne illness. Processors need to document their validation of these 
claims. An example of a statement that can be made is: "Potassium lactate added to 
prevent the growth of L. monocytogenes ." All labeling claims and label changes to add 
such claims must be submitted for evaluation and approval to the FSIS Labeling and 
Consumer Protection Staff. 

Estimates of Annual Production Volume 

An establishment that produces post-lethality exposed RTE products shall provide FSIS 
with estimates of annual production volume and related information (such as the 
establishment's testing program) for the types of meat and poultry products processed 
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under Alternatives 1, 2, or 3. The establishment needs to provide the information at least 
annually, or more often, as determined by the Administrator. The Agency regards 
production volume as a more important risk factor than establishment size and therefore 
needs these data so that it can target its resources on higher volume operations in its 
verification program. FSIS will develop sampling frequencies for the establishments and 
the products based on these data. The Agency will make the sampling frequency 
available to the establishments so that they will have an indication of how the risk of L. 
monocytogenes is tied to verification sampling. 

The form by which to collect the data will be available to establishments in paper or 
electronic formats. An electronic form for this purpose will be available to the 
establishments at all times after the rule becomes effective. 

B. Studies on Post-lethality Treatments 

(Mention of trade marks or commercial names does.not constitute endorsement by 
USDA) 

1. Steam Pasteurization and Hot Water Pasteurization 

Post processing contamination of RTE meat and poultry is mostly confined to the surface. 
Pasteurization by steam and hot water acts on the surface microbial contaminants by the 
action of heat. Studies on surface pasteurization using steam or hot water were shown to 
be effective in reducing this contamination. 

Studies by Murphy et al. (2003a) showed that post-cook hot water pasteurization and 
steam pasteurization resulted in a 7 log io reduction of L. monocytogenes in inoculated 
vacuum packaged fully cooked sliced chicken. The reduction was effective when single - 
packaged breast fillets, 227 g- package strips and 454 g-packaged strips were heat treated 
at 90 C in a continuous steam cooker or hot water cooker for 5, 25 and 35 minutes 
respectively. These investigators developed a model called ThermoPro that could predict 
the thermal lethality of pathogens in fully cooked meat and poultry products during post- 
cook in-package pasteurization (Murphy et al., 2001, 2003b, 2003c). The model was 
developed using L. innocua and verified for L. monocytogenes . 

re-Package Pasteurization and Post-Package Surface Pasteurization 

Muriana et. al, (2002) used a stainless steel water bath (similar to the Unitherm 
commercial Aquaflow food processor) to submerge cooked RTE deli-style whole or 
formed turkey, ham and roast beef, removed from their package, inoculated with L. 
monocytogenes and vacuum packaged. Results show a 2-4 log decrease in the levels of L. 
monocvogenes in inoculated products post-cooked at 195-205 F for 2-10 min. 

Pre-package surface pasteurization treatment of the fully cooked meat removed from 
their packaging wrap and inoculated with L. monocytogenes resulted in a 1.25 to 3.5 log 
reduction with a treatment time of 60-120 s at 475 to 750 F air temperature (Gande and 
Muriana, 2003). Surface pasteurization was applied on cooked whole and split roast beef, 
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whole corned beef, and whole and formed ham using a radiant oven ("Infrared Grill", 
Unitherm FoodSystems). Pre-package pasteurization (60 sec) combined with post- 
package submerged water pasteurization using formed ham (60 or 90 sec), turkey 
bologna (45 or 60 sec), and roast beef (60 or 90 sec), resulted in a 3.2 to 3.9 log reduction 
for ham, 2.7-4.3 log reduction for bologna, or a 2.0-3.75 log reduction for roast beef. The 
level of reduction varied depending on the method of inoculation, type of product used, 
treatment temperature, and residence time. 

'llirHign Hydrostatic Pressure Processing 

High pressure processing (HPP) is one of the new technologies used for food processing. 
This technology provides a means of ensuring food safety for those products that are 
difficult to be heat treated due to organoleptic effects. HPP was shown to inactivate 
pathogens without any thermal or chemical effects and at the same time preserve the 
quality of the product. Raghubeer and Ting (2003) evaluated the efficacy of high 
hydrostatic pressure processing in inactivating L. monocytogenes in retail-packaged 
samples of sliced ham, turkey and roast beef obtained from a manufacturer and 
repackaged in 25-g portions. Results show that an inoculum of about 10 L. 
monocytogenes cocktail in these 3 products and HPP treatment at 87,000 psi for 3 
minutes showed no recovery of L. monocytogenes after 61 days of storage at 34° F. 
There were no pressure-injured cells detected. There were no adverse organoleptic effects 
detected on the 3 HPP treated products during the 61 -day shelf life study. No signs of 
spoilage were seen on all 3 products after 61 days of storage, and for 100 days for ham 
and turkey. According to the investigators, the normal shelf life of these products is 30 
days, so the HPP treatment extended the shelf life of the products. 

C Studies On The Use of Antimicrobial Agents 

I. Addition of Lactates, Acetates, Diacetates to Meat Formulations 

Studies have shown that lactic acid and acetic acid have significant antimicrobial activity 
in broth and food systems. Sodium and potassium salts of these acids, when added to 
processed meat formulation are also known to potentially inhibit pathogenic bacteria 
especially L. monocytogenes . These antimicrobials inhibit growth of pathogens by 
inhibiting their metabolic activities. Interest in these antimicrobials is in the growth 
inhibition of L. monocytogenes in post lethality exposed RTE meat and poultry products. 

FSIS recently increased the permissible levels of sodium acetate as a flavor enhancer in 
meat and poultry products, and of sodium diacetate as a flavor enhancer and as an 
inhibitor of pathogen growth to 0.25 %(65 FR 3121-3 123/2000). The rule also permitted 
the use of sodium lactate and potassium lactate in meat and poultry products at 3 %, 
corresponding to a 4.8 % of the 60 % commercial product (except for infant formulas and 
infant food) for the purposes of inhibiting the growth of certain pathogens. The addition 
of antimicrobials in the formulation must be included in the ingredient statement of the 
label. Several studies used these antimicrobials to show their ability to inhibit growth of 
L. monocytogenes in different meat formulations. 
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Seman et al., (2002) developed a mathematical model capable of predicting the growth or 
stasis of L. monocytogenes in commercial cured meat products using a response surface 
method. The model can be used by manufacturers in the determination of the appropriate 
amounts of potassium lactate and sodium diacetate to be added to cured meat products 
that are organoleptically sensible and will not support the growth of L. monocytogenes . 
Thirty products were formulated by using a variety of raw material sources such as pork 
trimmings, trimmed turkey breast halves and four-muscle ham. Varying amounts of 
potassium lactate and sodium diacetate were added to the meat formulation and the meats 
were processed into different products. After chilling, the products were stripped of their 
casings, sliced into 25-g slices, placed into pouches, and inoculated with L. 
monocytogenes b y applying to the surface of lOOg of cured meat (four slices). 

The results show that increasing amounts of potassium lactate syrup and sodium acetate 
decreased the growth rate of L. monocytogenes, while increasing finished product 
moisture increased the growth rate. Sodium chloride content was not significant but was 
found to have a negative correlation to growth rate. The investigators provided final 
regression equation predicting the growth of L. monocytogenes in cured RTE meat 
products stored at 4° C. The investigators used predictive model performance factors and 
a simple linear regression analysis to evaluate the model generated in this study. They 
verified the accuracy of the model by comparing with actual L. monocytogenes growth 
data from independent challenge study conducted with for four different commercial 
RTE meat products using similar storage conditions. Performance factors calculated and 
evaluated for control products (those not containing potassium lactate and sodium 
diacetate) indicated that on the average, the predicted growth of L. monocytogenes 
exceeded those of the observed values by about 24 %. 

This study provided a useful model in determining the target amounts of potassium 
lactate and sodium acetate for cured meat product formulations to inhibit the growth of L. 
monocytogenes. The calculations would also require knowledge of the finished product 
sodium chloride and moisture contents. The investigators advised that this validated 
model is specific to the products designed for the study and the L. monocytogenes strains 
used. Testing of this model in other environments and with other Listeria spp., and to 
formulations that are outside the model's limits may result in different maximum growth 
rates. This study was used as the basis for the Opti.Form Listeria Control Model. 

The Opti.Form Listeria Control Model (PURAC) is a unique tool to calculate the levels 
of lactate and diacetate required to retard the growth of Listeria monocytogenes in cured 
meat and poultry products. The model is based on the study detailed in the paper by 
Seman et al, 2002, above. The model, which is available on CD-Rom includes: 

• instructions on how to use the model 

• explanation on the development of the model 

• information on the anti-microbial effect of lactate and diacetate 

• lactates and diacetates and use of these products 

• regulations and labeling 

• literature references 
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To receive a free copy of the model on CD-Rom, call: 888-899 8229, E-mail 
pam(2).purac.com 

Bedie et al., (2001) evaluated the use of antimicrobials, included in frankfurter 
formulations, on L. monocytogenes populations during refrigerated storage. Fully cooked 
and cooled frankfurters were inoculated with 10 3 to 10 4 CFU /cm 2 of L. monocytogenes 
after peeling and before vacuum packaging. Samples were stored at 4° C for up to 120 
days and sampled for testing on assigned days. Results are as follows: 


ANTIMICROBIAL 

LEVEL (%) 

L. MONOCYTOGENES GROWTH INHIBITION 

Sodium lactate 

3 

70 days no pathogen growth 

Sodium diacetate 

0.25 

50 days no pathogen growth 

Sodium acetate 

0.25,0.50 

20 days no pathogen growth 

Sodium lactate 

6 

120 days no growth and reduced pathogen growth 

Sodium diacetate 

0.5 

120 days no growth and reduced pathogen growth 

Control 

0.0 

Increased to 6 logs in 20 days 


No pathogen growth refers to no increase in the number of inoculated 
L.monocvtogenes cells (bacteriostatic); while reduced pathogen growth refers to a 
decrease in the number of inoculated L. monocytogenes cells (bactericidal) in the 
product. In this study, tables showed the reduction varied with storage days, but was up 
to 1.0 log on some days. Antimicrobials were found to have no effect on pH except for 
sodium diacetate at 0.5 % which reduced the initial pH. Using the formulations and 
conditions in the study, establishments can add 3 % sodium lactate in the frankfurter 
formulation and obtain no growth of L. monocytogenes up to 70 days at refrigerated 
storage of 4° C. If the lethality treatment is adequate to eliminate L. monocytogenes, 
then the only probable source of L. monocytogenes would be from exposure of the 
product during peeling and repackaging. However, the establishment's sanitation 
program may keep the numbers to a very low level, and 3 % sodium lactate included in 
the formulation would inhibit the growth of L. monocytogenes during the product's 
refrigerated shelf life. Levels of sodium lactate at 6.0 % and sodium diacetate at 0.5 % 
showed a reduction of the pathogens, however these levels are above the permitted 
levels. . 

This study by Samelis et al., (2002) used similar treatments, processing and inoculation 
procedures and frankfurter formulations as the previous study described above. However, 
in this study combinations of antimicrobials were used, and in combination with hot 
water treatment. Hot water treatment involved immersion of frankfurters, with two 
product links in a package to 75 or 80° C for 60 s. Storage at 4° C shows: 
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TREATMENT 

LEVELS 

(%1 

L. MONOCYTOGENES GROWTH 
INHIBITION 

Sodium lactate 

1.8 

35-50 days no growth 

Sodium lactate + 
sodium acetate 

1.8 
0.25 

120 days no growth; 35-50 days growth 
reduction 

Sodium lactate + 
Sodium diacetate 

1.8 
0.25 

120 days no growth; 35-50 days growth 
reduction 

Sodium lactate + 

Glucuno-delta- 

lactone 

1.8 
0.25 

120 days no growth, 35-50 days growth 
reduction 

Hot water treatment 
(80° C, 60 s) + 
Sodium lactate 

1.8 

Inoc. population reduced by 0.4-0.9 log 
CFU/cm 2 , and 

50-70 days growth reduction by 1.1-1.4 CFU/ 
cm 2 

Hot water treatment 
(80° C, 60 s) 


Increase in growth to about 6-8 logs in 50 days 

Control, no 
treatment 


Increase in growth to about 6 logs in 20 days 
and 8 logs thereafter up to 120 days 


*3 % of a 60 % (wt/wt) commercial solution. 


Glass et. al., (2002) evaluated sodium lactate and sodium diacetate on wieners and 
cooked bratwurst containing both beef and pork supplied by a commercial manufacturer. 
Antimicrobial solutions used were sodium lactate and sodium diacetate singly or in 
combination at varying concentration. Wieners were repackaged in gas-impermeable 
pouches, then surface-inoculated with L. monocytogenes mixture on multiple areas of the 
surface of each link. Packages were vacuum-sealed and stored at 4.5° C for up to 60 days. 
Two types of cooked bratwurst from a commercial manufacturer were evaluated: 
bratwurst that was cured and naturally smoked and bratwurst that was uncured and 
unsmoked. Bratwurst was stored at 3 or 7° C for up to 84 days. 

The surface treatment consisting of dipping wieners into solutions containing up to 6 % 
lactate and up to 3 % diacetate for 5 s did not delay pathogen growth, indicating that 
dipping wieners in the lactate/diacetate solutions is not an efficient way to apply the 
antimicrobials . However, the inclusion of lactates and diacetates in the formulation was 
found effective in inhibiting growth of L. monocytogenes . Results are as follows: 
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PRODUCT 

Sodium 

Sodium 

L. monocytogenes levels fCFU/pkg) 


Lactate (%) 

diacetate (%) 


Bratwurst 

3.4 

0.1 

Growth delayed for 4-12 weeks at 7 and 3° 

uncured, 



C storage, respectively. 

unsmoked 





2.0 

0.0 

Growth delayed for 1-2 weeks at 7 and 3° 





Bratwurst 

3.4 

0.1 

Growth inhibited for 12 weeks at 7 and 3° 

cured, 



C storage. 

smoked 





0.0 

0.0 

Growth up to 1 log after 4 weeks at 7 and 




3°C 

Wieners 

3.0 

0.0 

Growth inhibited for 60 days at 4.5° C 


1.0 

0.1 

Growth inhibited for 60 days at 4.5° C 


Study by (Porto et al., 2002) used freshly processed peeled frankfurters in vacuum sealed 
packages obtained from a commercial manufacturer. Two formulations of links were 
used in the study: one with added 2 or 3 % potassium lactate and the other without added 
potassium lactate. Frankfurters were aseptically removed from their original package, 
repackaged, and inoculated with a mixture of L. monocytogenes. The packages were 
vacuum-sealed to 95 kPa and incubated at 4 and 10° C. 

Results show that addition of 2 % or 3 % potassium lactate in frankfurters can 
appreciably enhance safety by inhibiting or delaying the growth of L. monocytogenes 
during storage at refrigeration or abused temperatures. The viability of the pathogen was 
influenced by pH, and the levels of lactate added, but not by the presence of indigenous 
lactic acid bacteria. 


Potassium 
lactate (%) 

Inoculum 
CFU/okg 

Storage 
temp °Q 

Davs 
Storage 

L. monocytogenes levels fCFU/Dackaee") 

2.0 

20 

4 

90 

Remained at about 1.6 log 

3.0 

20 

4 

90 

Remained at about 1 .4 log 

3.0 

500 

4 

90 

Remained at about 2.4 log 

0.0 

20 

4 

90 

Increased to about 4.6 log 

0.0 

500 

4 

90 

Increased to about 5.0 log 

2.0 

20 

10 

60 

Remained at about 1.4 log 

3.0 

20 

10 

60 

Remained at about 1.1 log 

0.0 

20 

10 

60 

Increased to about 6.5 after 28 days, 
declined to about 5.0 after 60 days 

3.0 

500 

10 

60 

Remained at about 2.4 

0.0 

500 

20 

60 

Increased to about 6.6 log after 40 days and 
declined to about 5.5 log after 60 days 


IL Growth Inhibitor Packaging 

Growth inhibitor packaging is an intervention, which delivers an active antibacterial 
agent to the surface of an encased sausage product. By incorporating this special coating 
onto the internal surface of cellulose casings, the antilisterial treatment is transferred to 
the surface of the processed meat/sausage during thermal processing. Upon removal of 
the casing, the treatment remains active on the meat surface, providing effective 
protection against inadvertent Listeria contamination during subsequent peeling, 
collating, and packaging processes. Growth inhibitor packaging used in conjunction with 
functional HACCP and Good Manufacturing Practices provides the industry with one 
more tool in their intervention strategy to control the risk of pathogen contamination in 
ready-to-eat meat and poultry products. 

Studies on meat formulations for hot dogs using NOJAX® AL™ (Viskase) showed that 
use of the casings provide a lethality hurdle to the growth of Listeria monocytogenes , not 
just an inhibitory effect. The lethality impact is delivered within the first hours/days of 
the sausage/hot dog package life. This impact is dependent on many variables but is 
generally in the range of 1 - 2 log kill of L. monocytogenes at high levels of inoculation. 
This performance has been observed in challenge studies conducted on hot dogs drawn 
from commercial full-scale trials at a number of commercial processing plants. In high 
inoculation trials, NOJAX AL has been combined with conventional growth inhibiting 
additives, and as expected, the lethality impact is obtained and then maintained 
throughout the product life cycle. In these same trials, without growth inhibiting 
additives, this casing produces lethality but in several weeks the remaining 
monocytogenes begin to grow, 

NOJAX AL is available in the U.S. having approval by both FDA and USDA for its key 
component, nisin. This GRAS component must be included in the ingredient statement 
via a label change request to the FSIS Labeling and Consumer Protection Staff. Because 
this is a naturally derived polypeptide, there are storage and use-by criteria that will have 
to be adhered to by the user for maximum benefit. Casing shelf-life is about 60-90days 
with a not to exceed 85° F. 

This technology can be applied to most hot dogs and sausages that are encased in 
cellulosic casing. This casing intervention can be used in any instance were casing is 
used as a mold for processed meat and poultry during thermal processing. This would 
include cellulose, plastic, and possibly natural casing. As part of a manufacturer's 
decision to use this technology, benefits are: 1) no capital costs or new equipment; 2) no 
change in processing steps, plant reconfigurations or introduction of process 
bottlenecks — essentially processor transparent in all aspects of use except casing storage 
requirements; 3) no impact on flavor, texture, or package appearance, and 4) minor 
labeling change to ingredient statement. 
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Since this is a surface treatment, cost will be proportional to the surface to volume ratio 
of the product: the larger the sausage diameter, the lower the cost per pound. In general, 
economic analyses put the cost of this lethality intervention at about 2-3 cents per pound 
of finished product, with a mid-range target price of 2.5 cents per pound for a traditional 
1 0-to-the-pound retail pack of hot dogs. 

Janes et al., (2002) investigated the effect of nisin added to zein film coatings (Z) coated 
onto cooked ready-to-eat chicken against L. monocytogenes . Cooked chicken samples 
inoculated with L. monocytogenes were dipped into Z dissolved in propylene glycol or 
ethanol, with or without added nisin (1,000 IU/g) and/or 1 % calcium propionate and 
stored at 4 C or 8 C for 24 days. After 1 6 d at 4 C, L. monocytogenes was suppressed by 
4.5 to 5 log CFU/g with zein film coatings with nisin. The most effective treatment in the 
study for controlling L. monocytogenes on the surface of ready-to-eat chicken was using 
edible zein film coatings containing nisin at a storage temperature of 4°C. 

The use of film coatings in a processing plant would be to fully process the meat products 
then coat them with the films. Coating can be done by spraying or dipping the processed 
meat products and then allowing them to dry. Zein coatings on the meat products can be 
dried by circulating air around the meat product using a fan. Finally, the dried coated 
meat products can be packaged with the usual plastic film material and refrigerated. 
Nisin is presently not approved in the USA for use on ready-to-eat meat and poultry 
products, and this study has not been tested in commercial poultry processing conditions. 

Some general observations from the published studies on antimicrobials: 

• Lactates, acetates and diacetates were found more effective in inhibiting growth 
of L. monocytogenes when used in combination than when used singly. 

• These antimicrobials were found more effective when used to the maximum 
allowable concentration. However, higher concentrations of antimicrobials used 
in the formulation may affect the sensory qualities of the product, such as flavor 
and texture, which would necessitate sensory evaluation of treated products. 

• When used in combination, the amount needed to inhibit growth may be reduced. 

• These antimicrobials were found to have listeriostatic activity more than 
listericidal activity, i.e. they prevent growth of the pathogen more than reduce the 
number of cells of the pathogen, and therefore may not be effective against gross 
contamination of a product. The establishment's sanitation program should 
control gross contamination of the processing environment and equipment. 
Addition of antimicrobials would be effective only as part of the overall HACCP 
strategy. 

• Including these antimicrobials in the formulation was found to be more effective 
in inhibiting listerial growth than dipping products in solutions of antimicrobials. 
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• The antimicrobial activity of lactates and acetates when used singly or in 
combination is affected by the level of contamination of the meat product surface, 
and processing factors such as pH, moisture, water activity, fat, nitrite, salt 
content, time and temperature of storage, and packaging atmosphere. 

• Application of the treatments used in these studies is limited to the formulations, 
products and treatments used in the studies. Applying these studies to other 
products and formulations may result in different rates of growth inhibition. 
Therefore the effectiveness of the antimicrobials used in these studies must be 
verified by the establishment for other processed meat products and other storage 
temperatures. 

• Antimicrobials used in the formulation must have an effective antilisterial activity 
throughout the commercial shelf life of the product. Currently the targeted 
commercial shelf life of refrigerated cooked meat products in the U.S.A. is 75 to 
90 days. 

• Using post-packaging thermal treatments in addition to antimicrobials was found 
to increase the total antilisterial effects of the antimicrobials. 

• These antimicrobials were found to be more effective in smoked products 
formulated with sodium nitrite, or in products stored at strict refrigeration 
temperatures. 

• Use of these antimicrobials may be a cost effective antilisterial method that very 
small establishments can use. 

D. Sanitation Guidelines for Listeria monocytogenes 

Control of L. monocytogenes is a challenge to a processing plant's sanitation program. 
The pathogen can grow in a damp environment, attach to surfaces that come into contact 
with raw or finished product, establish a niche and form biofilms. The sanitation program 
should include cleaning and sanitizing procedures that have been proven effective for the 
particular operation, separation of raw and RTE processing areas, traffic control, 
employee hygiene, and equipment flow and design among others. 

Proper and effective sanitation involves both cleaning and verifying that the cleaning and 
sanitizing was effective. This involves developing and implementing written sanitation 
standard operating procedures (Sanitation SOP's). Sanitation SOP's could be viewed as 
the first step to designing a total system, including the HACCP plan, that will prevent, 
eliminate, or reduce the likelihood of pathogenic bacteria from entering and harboring in 
the plant environment. The Sanitation SOP's as described in 9 CFR 416.12 through 
416. 16, give detailed mandatory requirements for developing and implementing the 
sanitation program, while 416.17 describes how FSIS will verify that each establishment 
is meeting the Sanitation SOP regulations. In brief, the regulations require the following: 
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• Development of Sanitation SOP's (416.12) - Each establishment shall develop a 
written Sanitation SOP that describes all sanitation procedures to be performed 
each day, before and during operations with specific frequencies of each 
procedure and the responsible person for each task. It must also describe the 
cleaning process for all food contact surfaces, utensils, and equipment used to 
process your product(s). This document must be signed and dated by either the 
person responsible for the overall sanitation operations or a higher level employee 
in the establishment once it is implemented, and when any changes are made to 
the Sanitation SOP's. 

• Implementation of SOP's (416.13) - All preoperational procedures identified in 
the Sanitation SOP shall be done daily, before processing operations start. Each 
procedure must be performed at the specified frequency and they must be 
monitored daily. 

• Maintenance of Sanitation SOP's (416.14) - Each establishment shall routinely 
determine if the written Sanitation SOP is still effective in preventing direct 
product contamination and adulteration. If the Sanitation SOP is determined not 
to be effective because of changes in equipment, utensils, facility, operations, or 
personnel, changes in the procedures must be made to reflect changes. 

• Corrective Action (416.15) - The appropriate corrective action(s) shall be taken 
when it has been determined by FSIS or by an establishment employee that the 
written Sanitation SOP has failed to prevent direct product contamination or 
adulteration of your product(s). 

• Recordkeeping Requirements (416.16) - Daily records shall be maintained that 
describe how the sanitation activities were implemented and monitored, and all 
corrective actions; these records must be initialed and dated. Both computer 
records and paper records are appropriate however; additional controls may be 
needed to ensure the integrity of the electronic data. 

• Agency Verification (416.17) - FSIS will verify the effectiveness and adequacy 
of the written Sanitation SOP's to ensure that they meet all of the regulatory 
requirements. This will be done by reviewing all records, direct observations, and 
microbial testing as deemed necessary. 

I. General Procedures 

An example of equipment and processing room cleaning using eight steps is outlined 
below. Cleaning should be increased and intensified during periods of construction. 

1. Remove waste material. Dry clean equipment, conveyor belts, tables, floors to 
remove meat particles and other solid debris. Some equipment such as slicers and 
dicers need to be disassembled so that parts can be cleaned thoroughly. 
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Equipment may need to be cleaned and sanitized again after re-assembly. 

2. Wash and rinse floor. 

3. Pre-rinse equipment (rinse in same direction as product flow). Pre-rinse with 
warm or cold water - less than 140°F (hot water may coagulate proteins or "set 
soils"). 

4. Clean and scrub equipment. Always at least use the minimum contact time for the 
detergent/foam. Written instructions should be provided on the location of 
possible niches and the cleaning method to use. CAUTION: Live steam for 
cleaning is not acceptable. 

5. Rinse equipment (rinse in same direction as product flow). 

6. Visually inspect equipment (repeat steps 3 and 4 if not clean visually or by testing 
such as ATP bioluminescence). 

7. Sanitize floor and then equipment to avoid contaminating equipment with 
aerosols from floor cleaning. Care should be taken in using high pressure hoses in 
cleaning the floor so that water won't splash on the already cleaned equipment. 
Hot water, at least 180°F, for about 10 seconds to sanitize equipment. Sanitizers 
(e.g., chlorine, quaternary ammonia, etc.) may be more effective than steam for L 
monocytogenes control. If steam heating equipment in an oven or tarp, the target 
internal temperature is 160° F and hold for 20-30 min. Portable high -pressure, 
low volume cleaning equipment (131°F (55°C) with 20-85 kg/cm pressure and 6- 
1 6 liters/minute) can be used. 

8. Remove excess moisture. This can be done most safely and efficiently by drying. 
Reduced relative humidity can speed the process. Avoid any possible cross- 
contamination from aerosol or splash if a method other than air drying is used. If 
cross-contamination is suspected, repeat steps 4-7. 

II. Determining the Effectiveness of Sanitation Standard Operating Procedures 
(Sanitation SOPs) 

The establishment should determine if the cleaning and sanitizing procedures used was 
effective by visual examination or testing or both. 

1) Visual inspection of the equipment and environment. Visual inspection is the 
minimum means of determining the effectiveness of the sanitation standard operating 
procedures (SOPs). It can only detect observable contamination. 

a. Visually verify that no meat or product residue is on the equipment, especially 
those product contact surfaces and areas that may serve as niches for bacteria, 
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before the start of operation. 

b. Record the results of the visual inspection. 

c. If any residue is noted, corrective action should be taken and recorded. 

d. The monitoring record should be designed to show any trends of insanitary 
conditions. For example, if corrective action had to be taken on the first two days 
of operation for more than a week, this indicates a possible problem with cleaning 
and would have to be investigated to determine the source of the problem (e.g., 
improperly trained crew on those days, types of products processed). 

e. Visually verify that no meat or product residue is on the equipment, especially 
those product contact surfaces and areas that may serve as niches for bacteria, 
after post-processing cleanup. 

2) Visual inspection and use of ATP bioluminescence testing. Visual verification 
combined with ATP testing can determine both observable contamination and 
contamination from bacteria and meat/poultry residues that may not be visually 
detectable. The combined methods are more effective in determining the effectiveness of 
the sanitation SOP. 

a. The ATP test indicates the presence of both bacteria and meat or poultry residues 
and can be used to verify that no meat or poultry residue is on the equipment, esp. 
those product contact surfaces and areas that may serve as niches for bacteria, 
before the start of operation. 

b. Record the results of the ATP test and visual inspection. 

c. If any residue is noted or observed visually or the ATP test indicates an insanitary 
condition, corrective action should be taken and recorded. 

d. The monitoring record should be designed to show any trends of insanitary 
conditions. For example, if corrective action had to be taken on the first two days 
of operation for more than a week, this indicates a possible problem with cleaning 
and would have to be investigated to determine the source of the problem (e.g., 
improperly trained crew on those days, types of products processed). 

e. By ATP testing and visual examination, verify that no meat or product residue is 
on the equipment, esp. those product contact surfaces and areas that may serve as 
niches for bacteria, at the end of the shift. 

3) Visual inspection and total plate counts (TPC). Visual verification combined with TPC 
can determine both observable contamination and the level of bacterial contamination. 
Since TPC results cannot be obtained at the time of inspection, its value is the 
measurement of the level of contamination. The level of contamination may assist the 
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establishment in determining the source of contamination and the effectiveness of the 
sanitation SOP. 

a. Visually verify that no meat or product residue is on the equipment, esp. those 
product contact surfaces and areas that may serve as niches for bacteria, before 
the start of operation. 

b. Use swabs or ROD AC plates for sampling food contact surfaces, non-food 
contact surfaces, and the processing environment. 

c. Record the results of the visual inspection. 

d. If any residue is noted, corrective action should be taken and recorded. 

e. Record the TPC when analysis complete. 

f. The monitoring record should be designed to show any trends of insanitary 
conditions as determined by visual inspection or TPC. For example, if corrective 
action had to be taken on the first two days of operation for more than a week, this 
indicates a possible problem with cleaning and would have to be investigated to 
determine the source of the problem (e.g., improperly trained crew on those days, 
types of products processed). 

g. Visually verify that no meat or product residue is on the equipment, especially 
those product contact surfaces and areas that may serve as niches for bacteria, 
again after post-processing cleanup. 

III. Traffic Control 

Controlling the movement of personnel and raw and finished products will help prevent 
cross-contamination of finished products by raw materials and personnel. The following 
are steps that should be taken for traffic control: 

1. Establish traffic patterns to eliminate movement of personnel, meat containers, meat, 
ingredients, pallets and refuse containers between raw and finished product areas. 

2. Control traffic into and within the RTE areas 

a. If possible, use air locks between raw and RTE areas. 

b. Clean dry floors are preferable to foot baths. 

c. If foot baths are used: 

i) Wear rubber or other non-porous boots. 
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ii) Maintain them properly. 


iii) Solutions should contain stronger concentrations of sanitizer than normally 
used on equipment. 

(1) For example, 200 ppm iodophor, 400-800 ppm quaternary ammonia 
compound). 

(2) CAUTION: Chlorine is not recommended as it is too quickly inactivated 
esp. if cleated boots are used. Monitor and maintain its strength if used. 

iv) Use a minimum depth of 2 inches. 

d. Foam disinfectant spray on floor as people or rolling stock enter the room. 

Employees should not work in both raw and RTE areas, if possible. If they must work 
in both areas, they must change outer and other soiled clothing, wash and sanitize 
hands, and clean and sanitize footwear. 

a. Use different color smocks or helmets for raw and RTE areas so the workers and 
garments in the raw and RTE areas are readily distinguishable. 

b. Remove outer garments (e.g., smocks) when leaving RTE areas. 

Do not allow employees who clean utensils and equipment for raw materials to clean 
RTE utensils and equipment, if possible. If not possible, there should be a time 
separation when utensils for raw processing/handling are cleaned after RTE. The 
tools to clean utensils and equipment for raw materials must be different than those 
used to clean RTE utensils and equipment. 

Do not permit maintenance employees in RTE areas during operations if possible. If 
not possible: 

a. Consider the need to cease operations until a full cleaning and sanitizing is done, 
or> 

b. Maintenance personnel must change outer clothing and any other soiled clothing, 
use separate tools for raw and RTE areas (or wash and sanitize tools and hands 
prior to entering RTE areas) and wear only freshly cleaned/sanitized footwear in 
such areas. 

Use separate equipment, maintenance tools and utensils for the RTE and raw areas. If 
not possible, there should be a time separation between raw processing/handling and 
RTE processing. 


7. Pallets can serve as a source of cross-contamination - pallets for raw materials should 
not be used in RTE areas or used for finished product. 

8. Drains from the "dirty" or "raw" side should not be connected to those on the "clean" 
or "cooked" side. 

IV. Employee Hygiene 

Employee hygiene is the responsibility of both the individual and management. The 
employee is responsible for preventing contamination of food products and the 
management is responsible for ensuring the employee is properly trained and maintains 
good practices. 

Employee responsibilities and actions should include: 

1. Use a 20 second hand wash after using restroom facilities. 

2. Wash hands before entering the work area, when leaving work area, and before 
handling product. 

3. If gloves are worn: 

a. Gloves that handle RTE product must be disposable. 

b. Dispose immediately and replace if anything other than product and food contact 
surface is touched. 

c. Dispose of gloves when leaving the processing line. 

4. Remove outer clothing when leaving RTE areas. 

5. Do not wear RTE clothing inside bathrooms or cafeterias. 

6. Do not store soiled garments in lockers. 

7. Do not eat in the locker room or store food in lockers. 

8. Do not store operator hand tools in personal lockers. This equipment must remain in 
the RTE area at all times. 

Management responsibilities should include: 

1 . Providing hand washing facilities at proper locations. 

2. Ensuring the employee receives proper hygiene instruction before starting - use of 
hand soaps and sanitizers, no-touch dispensing systems, and boot and doorway 
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sanitizing systems. 


3. Developing a system for monitoring employee hygiene practices. 

4. Developing a system for tracking the training, tests taken, and certification. 

5. Retraining employees before placing back into production. 

V. Sanitizers 

Cleaning and sanitizing are vital to any effective sanitation program. Through cleaning 
should be followed by sanitizing. Generally, the cleaning step is to remove all waste 
materials and soils, and the sanitizing step is to destroy all microorganisms. Careful 
consideration should be given to selecting both, cleaning and sanitizing solutions. It is 
important to use solutions that are compatible with the equipment materials, such as 
stainless steel or heavy plastics, and solutions that are effective in destroying the type of 
bacteria commonly associated with the type of products you produce. Acidic quaternary 
ammonia, chlorine dioxide, and peracetic acid compounds were found to be the most 
effective in destroying attached organisms (Krysinski, L.J., et al;1992). 

To aid the cleaning and sanitizing employee in properly selecting and applying the 
product for its intended application, products that are specifically designed to clean soils 
in meat and poultry establishments and that are color coded for each application should 
be selected. An example of this kind of product is Quorum (Ecolab, Inc., St. Paul., MN). 
Another help for the cleaning employee is to select products with product label and 
instructions written in English and Spanish. 

VI. Sources and Control of Listeria monocytogenes Contamination 

Listeria monocytogenes is constantly introduced into the processing environment. It may 
be introduced in incoming raw product, processing environment or by employees. The 
following are steps that should be taken to prevent contamination of product with L. 
monocytogenes after cooking: 

1 . Verify that cooking or other control measures will eliminate L. monocytogenes. Most 
meat products implicated in human listeriosis are contaminated with L. 
monocytogenes after these measures are applied. Undercooked product may 
introduce L. monocytogenes to food contact surfaces or the environment after 
cooking and before packaging. 

2. Prevent contamination of product contact surfaces and prevent the formation and 
growth of L. monocytogenes in a niche, especially in areas after the cooking step. A 
niche is a harborage site within the plant that provides an ideal place for L, 
monocytogenes to establish and multiply. Certain strains can become established in a 
processing environment for months or years. L. monocytogenes can be spread from 
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these sites and re-contaminate food or food contact surfaces between the cooking step 
and packaging. 

Examples of reservoirs and harborages of L. m nocvtogenes in RTE 
processing environment 

Hollow rollers on conveyors 

On-off valves and switches 

Worn or cracked rubber seals around doors 

Vacuum/air pressure pumps, lines, hoses 

Cracked tubular rods on equipment 

Air filters 

Drains 

Condensate from refrigeration unit 
Floors 

Standing water 

Open or gulley drains 

Ceilings and over head pipes 

Overhead rails and trolleys 

Chiller and passageway walls and doors 

Chiller shelving 

Roller guards 

Door handles 

Boots 

Ice makers 

Saturated Insulation 

Trolley and forklifts 

Compressed air in-line air filters 

Trash cans 

Cracked hoses 

Wet rusting or hollow framework 

Walls that are cracked, pitted, or covered with inadequately sealed surface panels 

Maintenance and cleaning tools 

Space between close fitting metal-to-plastic parts 

Space between close fitting metal -to-metal parts 

3. Examine routes taken by products from heat treatment, or other control to eliminate 
L. monocytogenes , to final packaging. 
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Typical sites of L. monocytogenes contamination 

Filling or packaging equipment 
Solutions used in chilling food 

Peeler, slicer, shredders, blenders, brine chill, casing removal system, scales, or 

other equipment used after heating and before packaging 
Spiral or blast freezers 
Conveyors 

Bins, tubs, or other containers used to hold food for further processing 

4. Frequently clean sites known to support L. monocytogenes using effective cleaning 
procedures. The following is a recommended frequency for cleaning and sanitizing 
processing equipment and the plant environment: 

a. Daily 

i. All processing equipment 

ii. Floors and drains 

iii. Waste containers 

iv. Storage areas 

b. Weekly 

i. Walls 

c. Weekly/monthly 

i. Condensate drip 

ii. Coolers 

d. Semiannually 

i. Freezers 

5. Maintain equipment and repair parts or machinery in a manner to prevent food 
deposits that are not easily removed with normal cleaning. 

6. Implement a microbial sampling program to monitor and detect sources of L. 
monocytogenes in the environment. Environmental testing is more effective then 
product testing alone to monitor and detect Listeria in the environment. 
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7. Design a sampling scheme to locate a niche before L. monocytogenes becomes 
established. 

a. Use a statistically designed sampling plans based on probability, or 

b. Use prior experience and familiarity with processing conditions to 
determine the most likely source of contamination. All processing 
equipment would sampled but with a bias toward those areas identified as 
possibly problematic. 

c. Review at least the last month of results to determine trends or to revise 

sampling scheme. 

d. When a problem area is detected, take corrective action on the affected 
processing line as opposed to adjacent lines in the area. Target the area 
corresponding to the line associated with the findings for cleaning. 
Contamination is usually line specific. 

8. Take follow up tests to monitor the area and verify the cleaning results. 
Equipment Design 

Selecting the appropriate equipment enhances cleaning operations and help control L. 
monocytogenes in the plant environment. The following are steps to take when selecting 
equipment: 

1. If possible, develop a team (persons from Quality Assurance, Sanitation, 
Maintenance, and Production) to evaluate equipment before it is purchased or set 
specific requirements for plant equipment. 

2. Have the equipment reviewed by a third-party expert if possible. 

3. Select equipment designed to minimize sites on the exterior or interior where L. 
monocytogenes can grow. 

4. Select equipment designed to enhance cleaning. 

a. All areas and parts should be accessible for manual cleaning and inspection or 
be readily disassembled. 

i. Closed conveyor designs are more difficult to clean. Equipment on the 
processing line should be as easy to clean as possible. 

ii. Avoid hollow conveyor rollers and hollow framing. If hollow material 
is used, have a continuous weld seal instead of caulk. 
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b. Equipment should be self-draining or self-emptying. 


5. Select food contact surfaces that are inert, smooth and non-porous. 

6. Maintain equipment and machinery by adopting regular maintenance schedules. 

a. Damaged, pitted, corroded, and cracked equipment should be repaired or 
replaced. 

i. Repair parts or machinery in a manner to prevent food deposits that are 
not easily removed with normal cleaning. 

ii. Use separate tools for RTE equipment only. Sanitize them before and 
after each use. 

b. If compressed air is used, maintain and replace in-line filters regularly. 

c. Use lubricants that contain listericidal additives such as sodium benzoate. L. 
monocytogenes can grow in lubricants that are contaminated with food 
particles. 

d. Use the appropriate cleaners and sanitizers on surfaces or equipment. 

Thoroughly clean and sanitize equipment prior to using in production. Pathogens can 
live on surfaces that appear visually clean. 

VII. Determining the Effectiveness of Sanitation Procedures 

(Testing for Listeria monocytogenes. Listeria spp. or Listeria -like organisms) 

Establishments can verify the effectiveness of their sanitation program by testing food 
contact surfaces (FCS) and other relevant environmental surfaces. This section includes 
recommended testing of food contact surfaces for each alternative, a guide to testing for 
Listeria spp o r Listeria -like organisms, and an example of a hold and test scenario. 

A. Food Contact Surface and Environmental Testing 

The sampling frequencies for FCS testing suggested below should be increased if 
there is construction, change in the HACCP plan, roof leaks, or other event that could 
change or increase the probability of product contamination. Samples should be taken 
at least 3 hours after the start of operation. Up to 5 samples may be composited. 
However, it is recommended that like surfaces be composited (e.g., food contact 
surfaces with other food contact surfaces, etc.). The sample locations for the 
composite sample should be noted to assist in determining the site of contamination. 
Environmental samples other than food contact surface samples should be taken by 
the establishment. This will also assist the establishment in locating potential sources 
of contamination. 


1 . Alternative 1 - Use of a post-lethality treatment and an antimicrobial agent or 
process that limits growth of L. monocytogenes , 

i) Conduct tests of food contact surfaces for L. monocytogene s. Listeria spp., or 
Listeria -like organisms at least twice a year. 

ii) Sample at least 1 square foot area for each surface, if possible. 

iii) Record the test results. 

iv) If test results are positive fo r L. monocytogenes or Listeria -like or organisms: 

(1) Take corrective action which should include an intensified cleaning and 
sanitizing. 

(2) Record the corrective actions taken. 

(3) Retest the food contact surface. 

(4) Repeat corrective action and testing until samples are negative for L. 
monocytogenes or Listeria -like organisms. 

(5) More than 3 consecutive positives should initiate intensified testing. 

2. Alternative 2 - Use of a post-lethality treatment or an antimicrobial agent or 
process that limits growth of L. monocytogenes . 

i) If a post-lethality treatment is used, conduct tests of food contact surfaces for 
L. monocytogenes . Listeria spp., or Listeria -like organisms at least quarterly. 

(1) Sample at least 1 square foot area for each surface, if possible. 

(2) Record the test results. 

(3) If test results are positive for L. monocytogenes or Listeria -like organisms: 

(a) Take corrective action which should include an intensified cleaning 
and sanitizing. 

(b) Record the corrective actions taken. 

(c) Retest the food contact surface. 
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(d) Repeat corrective action and testing until samples are negative for L. 
monocytogenes or Listeria spp.. or Listeria -like organisms. 


ii) If an antimicrobial agent is used, conduct tests of food contact surfaces for L. 
monocytogenes , at least quarterly. 

(1) Sample at least 1 square foot area for each surface, if possible. 

(2) Record the test results. 

(3) If 3 consecutive tests of food contact surfaces are positive for Listeria spp., 
or Listeria -like organisms: 

(a) Take corrective action which should include an intensified cleaning 
and sanitizing. 

(b) Record the corrective actions taken. 

(c) Hold the product. 

(d) Test product for L. monocytogenes . 

(e) Retest the food contact surface. 

(f) Repeat corrective action and testing until food contact surface test 
results are negative for L. monocytogenes . Listeria spp., or Listeria- 
like organisms. 

(g) If the test results for the product are positive for L. monocytogenes . 

(i) Recall the product, if necessary, and 

(ii) Destroy the product, or 

(iii) Re-work the product with a process with a process that is 
destructive of L. monocytogenes . 

3. Alternative 3 - Use of sanitation control measures only to prevent contamination 
of product with L. monocytogenes . 

i) Conduct tests fo r L. monocytogene s. Listeria spp., or Listeria -like organisms 
at least four times per month per line for large establishments, two times per 
month per line for small establishments, and once per month per line for very 
small establishments. (A large establishment is one that employs more than 
500 employees, a small establishment is one that employs from 10 to 499 
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employees, and a very small establishment is one that employs less than 10 
employees and one grossing less than $ 2.5 million in sales.) 
FSIS regards production volume as a more important risk factor than 
establishment size and intends to use volume as one of the primary triggers for 
when considering its verification activity. For now, regarding deli meat and 
hotdog operations, FSIS is considering the break-off between high volume 
and low volume to be approximately 1.3 million pounds yearly, derived from 
the RTE survey. 

ii) Sample at least 1 square foot area for each surface, if possible. 

iii) Record the test results. 

iv) If the first test result of a food contact surface is positive for Listeria spp., 
Listeria -like organisms, record the corrective actions taken. 

v) For establishments producing hotdog or deli meat products, if the second test 
result of a food contact surface is positive for Listeria spp., Listeria -like 
organisms: 

(1) Take corrective action which should include an intensified cleaning and 
sanitizing. 

(2) Record the corrective actions taken. 

(3) Hold the product or recall the product (see hold and test scenario below). 

(4) Test for L. monocytogenes at a rate that provides a level of statistical 
confidence that the product is not adulterated. 

(5) Retest the food contact surface each day until the test result is negative for 
Listeria spp., Listeria -like organisms. 

(6) Continue to hold each day's production lot until the test results for the 
food contact surfaces are negative. 

(7) If the test results for the product are positive for L. monocytogenes , 

(a) Recall the product, if necessary, and 

(b) Destroy the product, or 

(c) Re-work the product with a process with a process that is destructive 
of L. monocytogenes . 
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vi) For establishments producing products other than hotdogs or deli meats, if 3 
consecutive tests of food contact surfaces are positive Listeria spp., or 
Listeria -like organism: 


(a) Take corrective action, which should include an intensified cleaning 
and sanitizing. 

(b) Record the corrective actions taken. 

(c) Hold the product 

(d) Test product for L. monocytogenes , 

(e) Retest the food contact surface. 

(f) Repeat corrective action and testing until food contact surface test 
results are negative for L. monocytogenes . Listeria spp., or Listeria - 
like organisms. 

(g) If the test results for the product are positive for L. monocytogenes , 

(i) Recall the product, if necessary, and 

(ii) Destroy the product, or 

(iii) Re-work the product with a process with a process that is 
destructive of L. monocytogenes . 

FSIS realizes that some establishments' sanitation and testing program may be exceeding 
the guidance provided above. In this case, FSIS may put the establishment's product into 
a lower expected frequency for verification testing within the appropriate sampling frame 
under the following conditions: 

a) The establishment addresses major construction within its control program such 
that the intensity of sanitation and the verification testing procedures are increased 
during the time of the disruption and for a period of time following the disruption 
until the data demonstrate that there is no harborage of L. monocytogenes or its 
indicator organisms. 

b) The establishment has a good history of proper maintenance of the control 
program, particularly in regards to such things as the sanitation program, reacting 
to conditions that might indicate that harborage o f L. monocytogenes or its 
indicator organisms is occurring, and appropriately reacting to positive test results 
for L. monocytogenes or indicator organisms. 


33 


B. Guidelines for Listeria spp. and Listeria -like testing for food contact surfaces and 
other environmental testing 

Listeria spp. or Listeria -like organisms are the indicator organisms to be used for L. 
monocytogenes because their presence indicates the potential presence of the pathogen. If 
these specific indicator organisms test negative, this is indicative that L, monocytogenes 
is not present. Aerobic plate counts (APC), total plate counts (TPC), and coliforms are 
not appropriate indicator tests for L. monocytogenes . Results from these tests do not 
indicate the presence or absence of the pathogen. However, testing for these organisms 
can be done in addition to the testing for L. monocytogenes or its indicators to monitor 
the effectiveness of the cleaning procedures and level of contamination during 
processing. FSIS microbiology laboratory methods are available and can be downloaded 
at http://www.fsis.usda.gov/OPHS/microlab/mlgboolc.htm 

1. Listeria spp. testing 

i) The methodology must employ enrichment prior to Listeria spp. screening. 

ii) Listeria spp. screening is conducted from the enrichment using an 
immunoassay, nucleic acid assay, or equivalent Listeria spp.-specific 
technology. 

iii) The above enrichment and screening must be part of a method in use by a 
government agency (i.e., FSIS or FDA) or validated by a recognized body 
(e.g., AO AC, AFNOR, ISO, etc.) for the detection of Listeria spp. and/or L, 
monocytogenes . Specific validation for environmental sampling is 
encouraged but not a requirement at this time. 

2. Listeria -like indicator testing 

i) The methodology must employ enrichment prior to Listeria -like indicator 
screening. 

ii) The Listeria -like indicator positive screening result may be indicated by the 
presence of suspect Listeria spp. colonies after selective plating, or may be 
indicated by biochemical changes to screening broths (e.g., Fraser Broth) that 
are consistent with the potential presence of Listeria spp. 

iii) The above enrichment and screening must be part of a method in use by a 
government agency (i.e., FSIS or FDA) or validated by a recognized body 
(e.g., AO AC, AFNOR, ISO, etc.) for the detection of Listeria spp. and/or L^ 
monocytogenes . Specific validation for environmental sampling is 
encouraged but not a requirement at this time. 

iv) Aerobic plate counts, ATP assays and other indicator organism tests that do 
not specifically meet the above requirements may be employed by the 
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establishment for supplemental sanitation testing. However, these tests do not 
meet the FSIS expectations for Listeria spp. or Listeria -like indicator food 
contact and other environmental surface testing programs that may be 
conducted by the establishment. 

C. Hold and Test Scenario 

Assuming it takes to 3 days to obtain a test result for Listeria spp., or Listeria -like 
organisms: 

Day 1 - Take food contact surface (FCS) samples 

Day 4 - FCS sample positive (from Day 1) for Listeria spp., or Listeria -like organisms. 

S Take Corrective Action 

S Intensified cleaning and sanitizing 

S Test FCS- target most likely source of contamination, and additional tests in 

surrounding FCS area 
S Continue production. 

Day 7 - Second FCS sample (from Day 4) positive for Listeria spp., or Listeria -like 
organisms. 

S Take Corrective Action 

S Intensive cleaning and sanitizing 

S Test FCS- target most likely source of contamination, and additional tests in 

surrounding FCS area 
S Hold and test product (for L. monocytogenes) for lot implicated in the positive 

FCS testing. 

S Continue production, hold product from the day's production 
Day 8- 

S Test FCS- target most likely source of contamination, and additional tests in 

surrounding FCS area 
S Hold product from this day's production 

Day 9- 

S Test FCS- target most likely source of contamination, and additional tests in 

surrounding FCS area 
S Hold product from this day's production 

Day 10- 

If FCS sample (day 7 sample) is negative for Listeria spp., or Listeria -like 
organisms. 

S Continue production and release product from days 7, 8 and 9 production 
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S Resume FCS testing according to frequency stated in sanitation program 


If FCS sample (day 7 sample) is positive for Listeria spp., or Listeria -like 
organisms: 

S Hold product from day 10 production. 

S Test product from days 7, 8, 9, and 10 for L. monocytogenes 

S Take corrective action 

S Intensive cleaning and sanitizing 

S Take FCS sample- target most likely source of contamination, and 
additional tests in surrounding FCS area 

Day 14 - If product is positive for L. monocytogenes , do not release product to 
commerce and destroy product, or rework product with a process that is destructive of L. 
monocytogenes . 

Every time there is a second or more (consecutive) FCS positive, product is held and 
tested for L. monocytogenes . Only product lots implicated with a second or more 
consecutive FCS positive are held and tested. Every time there is a product positive for U 
monocytogenes , product is recalled, if not held, and destroyed or reworked with a 
listericidal process. Once the FCS testing is negative, implying that the corrective action 
is working, production is continued. 

Repeated FCS positives would imply a critical sanitation problem and the establishment 
need to conduct intensive testing and intensive cleaning and sanitizing. The establishment 
should have provisions in their FCS testing program for these kinds of situations. 

D. Sentinel Site Program Example 

Some establishments have adopted a sentinel site program for the control of L. 
monocytogenes in RTE meat and poultry products. A sentinel site program is similar to 
traditional Listeria control programs - separate testing programs for the environment and 
food contact surfaces and increasingly aggressive corrective actions to eliminate Listeria 
when it is detected. The distinctive characteristic of this control program is that in the 
case of a positive Listeria test result for a food contact surface area, the sanitation of that 
particular area will be included in the HACCP plan as a CCP. The CCP is removed when 
the establishment determines that the food safety hazard has been eliminated and is not 
reasonably likely to occur. 

The CCP is the sanitation program for the particular site and food contact surface 
sampling as verification of the CCP. If a food contact surface or non-food contact surface 
tests positive for Listeria spp. or Listeria -like organisms, testing is intensified in the area 
of the positive. 

If a non-food contact surface sampling site is found to be positive for Listeria spp. or 
Listeria -like organisms during routine monitoring, intensified sampling is initiated as 
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soon as possible. Under intensified sampling, three samples per day (one each at pre-op, 
1 st shift, 2 nd shift) are analyzed until a total of nine consecutive samples have been taken 
and are negative for Listeria spp. or Listeria -like organisms at that particular site. Swabs 
are analyzed for each day of production. If a sample finding is positive, testing of that site 
continues until nine consecutive samples are negative for Listeria spp. or Listeria -like 
organisms. Once nine consecutive samples are found negative, that site will returned to 
routine sampling. 

Similarly, the food contact surface site that initially tests positive for Listeria spp. or 
Listeria -like organisms will be placed under intensified testing. If nine consecutive 
samples under the intensified testing are negative for Listeria , that site is returned to 
routine monitoring. However, if the food contact surface tests positive under the initial 
intensified sampling, sanitation for that area is designated as a CCP since Listeria cannot 
be considered a hazard not reasonably likely to occur. The site testing positive for 
Listeria would be considered a suspect harborage for L. monocytogenes and corrective 
actions taken. Testing becomes the verification step. 

Intensified sampling under the CCP requires that 3 samples per day (one each at pre-op, 
1 st shift, 2 nd shift) be taken until nine consecutive samples are negative for both Listeria 
spp. and L. monocytogenes . If a sample is positive for Listeria spp. but negative for L. 
monocytogenes , additional sampling days are added (3 samples per day) until nine 
consecutive samples are negative for both Listeria spp. and L. monocytogenes . All 
product that has contact with that particular site must be placed on hold pending testing 
results. 

If nine consecutive samples are negative for Listeria spp. and L. monocytogenes , the site 
can be returned to routine sampling. Product can be released when the line and 
production date receive negative test results for L. monocytogenes . Any sites testing 
positive for L. monocytogenes would require testing of the product. 
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Sentinel Site Program 
Example Flowchart 

1. Routine Environmental Sampling 

a. 5 samples/line/week 

i. 3 - food contact surface samples 

ii. 2 - non-food contact surface samples 

iii. Listeria spp. 

2. Non-food Contact Surface Testing 

a. If negative for Listeria spp., continue Routine Environmental Testing 

b. If positive for Listeria spp., intensify sampling 

i. Collect 3 samples/site/day for 3 consecutive days for Listeria spp. (9 
consecutive samples) 

ii. If 9 consecutive samples are negative for Listeria spp., return to 
Routine Environmental Sampling 

iii. If any sample is positive, continue sampling 3 samples/site/day until 9 
consecutive samples are negative 

3. Food Contact Surface (FCS) Testing 

a. If negative for Listeria spp., continue Routine Environmental Testing. 

b. If positive for Listeria spp., intensify sampling. 

i. Collect 3 samples/site/day for 3 consecutive days for Listeria spp. (9 
consecutive samples). 

ii. If 9 consecutive samples are negative for Listeria spp., return to 
Routine Environmental Sampling. 

iii. If any sample is positive, make sanitation for that site a CCP 
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4. CCP Testing 

a. Collect 3 samples samples/site/day for 3 consecutive days for Listeria spp. 
and L, monocytogenes (9 consecutive samples). 

b. If 9 consecutive samples are negative for Listeria spp. and L. monocytogenes , 
return to Routine Environmental Sampling and eliminate the CCP. 

c. If a sample is positive for Listeria spp. but negative for L. monocytogenes 

i. Place product on hold 

ii. Release product if site and production date have negative results for L. 
monocytogenes 

iii. Continue testing until 9 consecutive samples are negative for Listeria 
spp. and L. monocytogenes , then return to Routine Environmental 
Sampling and eliminate the CCP 

d. If any sample is positive for L. monocytogenes , test the product for L. 
monocytogenes 

L Reprocess or destroy product testing positive for L. monocytogenes 
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S,2Fifi CTT i9f?' TE " H8 CONDITIONS, 
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LIST, RESPECTIVELY* 


SI 



IPT t ACCEPTANCE OF THIS ORDER 


RieortmmM spare p*rtfr4or4-Zor»e RapidFlow will bs supplied As 
consignment stock. 

Delivery will bs six to seven weeks from our receipt of your order and 
deposit ... 
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EXHIBIT 7 A 


Belt Height: 

Belt Width: 

Beh Type: 

Overall Length: 
Cooking Louth: 
Drive Motors 
Beh Speed: 
Gradation F« 


40" 
40" 

Flat fla wire beh 
20* 

IT 

1 oft SEW geared motor. IP 55 (UKW) 

2 minute mfa jmum: 4 ho u r ■■■■ i~ m 

« «X stainless sted iapeDer (6 x .075K W) 
Balanced by UNJTHERM to provide even km 
' -beh. 


S(eenIqjeetioaSy«eB: 


Extraction Fan: 


k ff 001 ™ * clanibg - XonfaaUy SO kg net hour 
mmhn uia at 2 bar dry murated. (I«lepedemry 

SnSSflS^^ 0 ^ 8 ***** < a75 W 


Pw^cloae-coupkdto 15 CW drive 


HeadagSyiaBn: 


of 4S x 2 kW finned iualloy elements i 


(192 KW total heathy kad> 


lc «^tdv»dtetn)iwthyri«ordm«to 

^ i » • DH «y «flcieBey. To tux 

Managyu age allow, a, ovq, tt ! 

■apuauue, 05<JX)wrtojl5mhwB*fiwncokL 

rotanpemiwooatreUwwito 
•owwaaetpoifflootarolef */.i«c. 


ATTACHMENT "A" 


A2117 


U -05656 


Fire Protection Systems: 


Control Panel: 


Electrical C onijM i f uu. 


systems* steam at nommaDy 6 bar to flood the lower 
dumber and cooking area. Mains water into the oven 
top canopy. Pretfurt twitobed entire pressure available 
to allow wt^»w^ to nptrntr 

AH AISI 304 stainless steal. Main framework constructed 
from 40 x 40 RHS. Inner chamber allowed to "Free ?]omT 

expanse purposes. Hd^ 
feet fitzxL Outer canopies Ui^ed to allow cleaning. 
Ounnghygieoe, ail belt tupport rods mt easily removed 
and refined. 

Fat collection trey in lower cooker chaaber with r - 
diameter outfrad pipe to drefa^Igerinti fe^ n 

fa hygiene. AH pipework haa damountable 
fittings to allow hygiene. 

Stainless steel IP 65, clear maooloa cover over door 


Where possible, electrical components wOl be Allan 
Bradley. 


ATTACHMENT " A* 


X A 2118 
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TERMS AVTifYTMnm^; 
1. 40"wide2-Zone RapiaTlowComim^ 

A. 4 pieces across the belt x 17 pirns along the belt 

• 68 pi ece * in the oven at any one time 

B. *ip*oes z 6 ( 10 minute dwell) - 408 

408 x 9 ft* - 3.672 lbs. per bow 

^THERM guarantees at a vohtme of 3,672po^p«bcwcrf mir (9)po«nd 
bteaat jiodnct as tested a: L70THERM. to in^ 
agreed at UNTTHERM. 


Ata3mtanedwenfbrte 
guanm^tt ]aOOOIbs.perhc«wTthte 


:wiUbcl OJpercemnTOthepoimafente^ 
the ovm to exit. 


. . of d* prate, which it 

:Z- *°! F m ■ w km rim above 

MTV s daw of exiting the oven. 

«wpnee of the ovto upon nqueft, em agreement of fcOim on the 
1 abovt. 


UWTI^wto th» ftbri«ed nwaj for 20 years, specifically against 
raroeran ad soigne. In the event of a dafan, a «»<r.n g deeraeiMiui scale vmiM 

aoee not cover wear and leer ^cttUMoa mth^iH^.^ ^^L. 


3. 


Foew Fans aanaa to rm 2*000 lb*, of procfact tfaovghtheoveaatPoneaChy 
» ia ready to na upon errivtL Foetar Farms wiU allow for 2 


•affatFonoaChy. 


ATTACHMENT "B" 

A2119 


U -05658 


t 


oJS?^^67°° d " m ° nthS M yMr) fr0ro *** 01 PurchaM 

Firrngg r»pj| Q^ 
(Good for Two <2) Yen fen tbe date dm pndua orfer (#052057) is ape*) 
OPTION 1: 

bag stopper 

Pric* 523,800 

PPT1QN2; 

IMPINGEMENT n^| |W> 

Pri«$175JOM0 

OPTION V 
AUTO-LOADER 


- / 

ATTACHMENT "C 


y-05659 


t 


Fart No. 

RA-10000A 
RA- 10010 

RA- 10030 
RA-10040 
XA4S12 

XS44O0 

XS4307 

XS4302A 

U-2330/B/15 

U-2550/B/16 

RA-10045 

XB-I511LN 

ED-24400 
ET-29319 

ET-30125 
EC-21910 
ER.27200 


RECOMMENDED SPARE FARTS LIST 
UNTTHERM TWO-ZONE RAPID PLOW 


Wire Belt 3/T Pitch 

29T B«tt Sprocket 

R635DT90U-2 

OJ/UkWMonc 

80mm ifii. 55 Roller 
50m die. 55 Roller 

25 die. DOME Pillow Block 
5NF25CoMdBtg 

VF" Duplex Spnckct 

57T Duplex Sprocket 

19TDia>kx Sprocket 
Idler Shaft 
Dim Shift 

55 Runiimlrtion Axial Fia 

2fcWHutiu|f Bgbbsb 
SpnyHe«li3^-NPTl 
DtaptagmPmpClF. 
Pan* CLP. 

FT1 00 Probe 

Tfcymttir Ontt 
TbyrJctorFoH 

Tempi mutt Contmlhr 
TwafaonerSKVA 
15kW< 


45a 

14 

1 


t 

1 

6 
4 

IJm 

1 

1 

2 

2 

9 

144 

12 
3 
3 


3 
3 

3 

1 
1 


PQzE/StopUBk 

ATTACHMENT "D" 


FrtnS;EMhff«rBi 

$25920 

$70.56 
S3.7fi8.00 

S3 16.00 

$105.00 

$16320 
SI4U0 

$1046 

$7640 

S37J0 
$72040 
$720.00 
$5,040.00 

3350,00 

$*40jOO 
$lJ7iOO 
S7404JOO 

$235.00 

$7,15100 
$15*40 

$91240 
$31640 
$273*0 

$79100 


A 2122 


U-05660 


E&21900 

4 kW Contractor 

13 

$96.00 

EB-247705 

Cabinet Fan 

4 

574.00 

EE-24707 

Fan Fiber 

60QA Panel Isolator 
ttOAtaktarFuae 

4 

1 

3 - 

S50.8S 
53,153.60 
$369.60 

ER-27D60 

On Delay Timer 

1 

$174.24 

ES-28305 

Safety Switch 

27 

S244.I0 

EM5I10 

.07SkW Inverter 
1.5kW Inverter 

3 

1 

$1,924.10 

EC-22U7 

150A Contractor 

3 

$1.90* AO 

ED-24053 

Fxcc Probe 
50AFn» 

40 

Ct 9AB en 
UM 

EC2J210 

Hi Ttmp Cable 

to 

$1*\32 

E&21002 

H Tamp Lugs 

<o 

$0.M 

ES-27S91 

Reunite EYStDp 

• 4 

S10L72 

PtMOOOOC 

BdtWufaPuop 

1 

$0960.00 

XA-85521 

Bah Wash Noait 

50 

S9.12 

XV4064 

UlOrfWP Snap-on Strip 

10 

$2.40 


A 2123 

. ■ * / 

ATTACHMENT TT 

TOIPL P. IB 

U-05661 
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FutPmoctkmSytttmr Operated by a aoiM-nte, approval fire detector. Twin 

^yetcms, sen it Damimfly 6 her to flood the lower 
dumber end cookta* Mtfns wmer into the oven 
top ceaopy. Pressure twitched canoe prenart tvtiliblc 
to allow mAchi&e to operate. 

Genoa! Coimractioii: AllAISI 304 tttinkta 1 MoT frgn^wfc rtjnitnctcd 

tan 40 x 40 RHS. Inner dumber Allowed to "ftee Floef 
fcr expexaxon puxpooes. Height a^frmbk, etltlevetiag 
feet fitted Outer canopies hinged to Allow efesung. 

end refitted, 

F« eoUeedoa toy in lowv cooker dumber wife 3- . 

iQBovible fcf Irygieoc. All pipvwotk hn dMoounttble 
fittagi to allow tygtatt. 

C«iBolP«el: 8»«te««rtIP<3,cl«rm M n»l«ew«av W door 
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PONOi C £32657 
PURCHASE ORDER 168U DTf t M/ 29/9 7 PAGE I 

CHANGE CHNQ DTE: S3/BE/9? RSVf 2 


TITLE DOTE 

PLEASE RETURN ALL 8 ZONED DOCUMENTS UZTHZN 7 DAYS OF 
RECEIPT TO TKE PURCHASING DEPARTMENT. 

NOTE i NO PAYMENTS AGAINST THIS PURCHASE ORDER WILL BE 
MADE UNTIL. TW SIGNED DOCUMENTS ARE RETURNED* 

BALANCE QUANTITY DUE. NONE 
REQUIRED DELIVERY DATE l et/9fc/97 
ACCTs P S1GM9 l*« SSE C1779 BE9197 
REQUZBITZON/LINEt DIMM • /SMI 
REQUESTOR! . JIM THE II 




U -05663 


0367 

9 "7 o^>>£ o> 


SALES ORDER 

r. . g TnMFpJ//T^T Fof?T^R FARM s 

r.nNiTAHT !TW^i^^ k7H///i/ ,7P. P^ R DATE 

/ PAYMENT v 
ADDRESS /V>1f 7 TERMS v33<3A33^X33^ 

jL//M)GS7Za) CA ??'3$/ Q/No. 

TEL. No. «<V)9 ^gy' £?7s~ 

FAX No. <=Z*>? S 

THEIR O/No. C. 


/3 3 9.3 .773 


ITEM 
No. 


PROOUCT NAME 
& DESCRIPTION 


No. 
OFF 


PRICE 
/UNIT 


TOTAL 
PRICE 


REQUIRED 
DEL. DATE 


ADDNL 
INFO 



2. Z-otJE 

Cu>£/J 


At-otU 


I 


cZ/0,0 c 


4 



A 2129 


U -001 41 


FOR OFFICE 
USE ONLY 


INVOICE No. 



MOUNT 


DATE 



UNITHER A 


FOOD SYSTEMS, INC. 


INV ICE 


1108 W. HARTFORD • P.O. Box 947 • PONCA CITY, OKLAHOMA 74602 
TELEPHONE: 405-762-0197 • FAX 405-762-0199 


N» 1 919 


SOLD TO * 

FOSTER FARMS 
P. O. Box 457 
Livingston, CA. 


SHIP TO 


95334 


MVOCEMTE 

PAYMENT DUE 

TERMS 

CUSTOMER ORDER NO. 

OUR ORDER NO. 

0EOVERYNOTE 


DATE SHIPPED 



1/3-1/3.1/: 







QTY ORDERED 


DESCRIPTION 

UNIT COST 

AMOUNT 

2-Zone Raplidflow 

210,000, 


Includes C.I. P. 

48,000, 


Installation - 2 Enaineors 
2 Days 

3,600. 


Iilamo.^SD9te-A^o* System 
Budget Delivery 

24,000. 
2,400. 



33 1/3 Down 


288,200. 


96,066.66 


A2132 

U -00144 


PLEASE PAY FROM INVOICE, NO STATEMENT WILL BE SENT 

ALL OUTSTANDING BALANCES WILL BE CHARGED WITH A 1 H% INTEREST PER MONTH. 


WHITE COPY . CUSTOMER 


SUB TOTAL 
FREIGHT 
TAX 

TOTAL 
DUE 


96,06c.*: 


96,066.66 


YELLOW COPY - ACCOUNTS 


PINK COPY - FILE 


EXHIBIT 7D 


Foste^ 
Farms, 


FAX 


Date September 24, 2001 
Number of pages including cover sheet 18 


UNITHERM FOOD SYSTEMS, INC 
ATTN: DAVID HOWARD 
Phone 918-367-0197 


Fax Phone 91B-367-S440 

CC: 


Foster Farms 
PO Box 457 
1333 Swan St 
Livingston, CA 95334 


From: Lorraine J. Tash 
Purchasing Department 
TASHL@fosterfarm8.eom 


Phone 


209*394-6996 


Fax Phone 209-394-6316 


REMARKS. 


□ Urgent □ For your review □ Reply ASAP □ Please comment 
RE; PO# 4500204439 £ 2^d 0vC} 


Please sign and return at your eartiesi convenience. 


Thank you very { much t 


Lorraine 
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Foster P ultry Farms 


UUITHERM FOOD SYSTEMS INC 
502 INDUSTRIAL RD 
BRISTOW OK 74010 


Purchase rder 

P0 number/date 

4500204439 / 08/26/2001 

Contact parson/Telephone 

SEAN RULE/209-394-6970 

ToiAl ArrtQunt 

1,411,300.00 

Your vendor number with us 

421046 

Out tax number 

209-394-6316 

Our reference 

Gary Ades/DH 

Your ocrson reftoon&ibla 

David Howard 


Please deliver to: 


TURLOCK TURKEY PLANT 2 
GATE 18* BTH STREET 
TURLOCK CA 95380 

Currency USD 

THIS AGREEMENT dated as of August 29, 2001 , between and among FOSTER 
POULTRY FARMS, (hereinafter "Buyer") , a corporation organized and 
existing under the law© of the State of California, with its principal 
place of business at 1000 Davis Street, Livingston, California 95334, 
and Unithertn Food Systems, Inc. ( "Sailer") with a place of business at 
Industrial Road, Bristow, Oklahoma 74010; 

The Seller shall furnish all the equipment, labor, material and 
services necessary to fully assemble and deliver to Buyer two (2) Post 
pasteurization unite which will pasteurize repackaged turkey products 
to reduce the chances of contamination o£ product due to Listeria, 
* E-coli, and other food-borne bacteria (hereinafter the "Equipment") . 
In addition, Seller shall provide to the Buyer all associated manuals, 
procedures, instructions and other data required for the operation and 
repair of Equipment, 


Pood Safety: 

The Equipment will reduce the chance of producr. contamination and allow 
the Buyer to meet its customer needs, The Buyer's current customers 
require that these types of products be poet processing pasteurized. 

I. Specifications 

The following specifications for the Equipment were provided by the 


0nSZ,9C8T6 Tfd LT'-ZT C00Z/0Z/TT 
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Foster Poultry Farms 


UNITHBRM FOOD SYSTEMS INC ro numoervoBTe Peg* 

S02 INDUSTRIAL RD 4500204439 / 08/28/2001 2 

BRISTOW OK 74 0X0 


Seller. The Seller acknowledges that the Performance guarantees listed 
in Section II will supercede those of the following specifications if 
discrepancies or issues arise because of differences in the two 
sections . 

Pasteurizer 

-Material of Construction: Stainless steel grade 304 and food -quality 

polymers. All electrics are to be housed in Nema 4X enclosures. 

-Belt Width; 80" 

-Infeed Width: BO" 

-Infeed Height: 41" 

-Water Capacity: 1,000 gallons 

-Submerged Length: 10' 

-Pump Circuit: 550 gallons per minute full circulation, indirect steam 
injection, 3 bar dry saturated 1,500 lb9. per hour 
-Drive System: Variable -wpeed inverter 

-Service Connections: Steam » 1,500 lbs . per hour; Electric-460/3/60 50 
amp; Extraction- 1/ 800 CFM 

- Equipment i£ fully insulated to reduce heat load in the packaging 
environment. The surfacre area of the equiprttent wilL not exceed 60 ft P 

Vertical Impingement Chiller 

* -Features: Stainless steel evaporator coils. Heavy-duty 4" -insulated 
stainless steel encasement. Heavy duty "stainless steel flooring with 4 M 
insulation, Twin access doors , variable residence time, high airflow 
"tuned" to product requirements, Stainlcoo steel product -conveyor belt, 
stainless steel control panel, Defrosting activation switch and lock in 
panel 

-Encasement: 4 M -thick, food-safe stainless etftel insulated panels, 
stainless steel cladding on floor, falling to a drainage outlet, access 
doors, Inlet discharge apertureB to suit produce. 
' -Conveyor: 16 effective belt width 
-Evaporators: Pour units @ 30 tons thermal duty each Stainless steel 
with aluminum fine 

-C.I. p. System; Steam eyetem raises cabinet temperature to 170F for 12 
minutes. All controls included. 

-Baffles: All stainless steel, designed to eliminate "short circuiting" 
of air flow removable for cleaning 

-Control Panel? StainleGa eteel enclosure/ control £T*ar UL/FM approved, 
Electric variable speed controller, residence ti^e indicator in 
min,/sec. Temperature controller (PID) 

-Service Connections: Eleetric-490v, 3ph f 60 hs, 200 amp j Steam-4 0 psi @ 

600 lbs. Per hour. Ammonia- 120 tons. 
II. Performance Guarantees 
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The Seller acknowledges and agrees that the performance of the 
Equipment is the Sellers responsibly and the Seller guarantees that the 
Equipment will meet or exceed the following: 

The lethality rate will match the protocol established at O.S.U. so 
that documentation from the H.A.C.C.P plan, the data recorded from the, 
lines and the data independently validated at O.5.U. are the same 
(Exhibit A, attached hereto) 

Is- The Equipment will fit into the current plant dimensions 
-Pasteurizer curved Seal line - 13' wide,. 32' long, and is T high; . 
-Pasteurizer Straight Seal line - 13* wide, 32' long, and 16 high; 
• Plus additional 9 width at the chiller end on only the curved seal 

line. , . . 

2. The Equipment will bring the surface of the product to a minimum of 
175*F within 2 minutes to a depth of 3mm. This time frame is required 
to minimize purge in the bag. 3. The Equipment will maintain a water 
temperature of 205 fi F uniformly throughout the entire tank. 

3. The Equipment will have a minimum -of a 3 -log decrease in count after 
the proccoo (to be verified by challenge studies) . 

4. The Equipment will have to chill product in-line and drop core 
temperatures of unit baek to below 4 0°F within 12-15 minutes to allow 
for immediate boxing. 

5. The Equipment will be cost effective to run with minimal consumables 
i.e. carbon dioxide or nitrogen for chilling of the product- 

6. The Equipment will be built to withstand a poultry processing plant 
environment and be easily cleaned. t t , * ft #o 

7 The Equipment will operate at speeds with a minimum of 50 (9 idbi 
pieces per minute for the curved seal bar, and SO (9 lbs.) pieces per 
minute for the straight seal bar. 8600 packaging machines. 8, The 
Equipment will maintain a temperature across product with not more than 
3 6 c variability from high to low surface temperature. 
9. Thermal Process: hot Water 

10 Purge requirement not more than 2.5% purge caused by process 

11 Equipment must handle chub sized products ranging between 1.25 lbe. 
(approximately 3" long, 3" High, 4" wid*) and 13 lbs (approximately 15" 
lonq. 10" widei 6" high) . 
12. Product transfer in the Equipment from the Pastuerizer to the Air 
chiller will be a smooth gradual transfer- Seller guarantees that the 
product will not be damaged in this transfer proceas. 

13 Produce supports will be square in design and not round 

14^ All Equipment parte that are in contact with heat or cold will not 

become damaged with the changes in temperature. 

15- The chillers must work 8 hours continuously bef or * th « ^ nx * rM 
requires to be defrosted. Defrost will take no more than 3 0 ™i™" 0 
16 Proximity sensors must not be negatively affected by the chill 
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process 

17. All electronic controls on the Equipment will be Allen Bradley 

IB. Seller agrees to provide premium quality components. Prior to 
manufacture, all engineering drawings and components will be reviewed 
and approved by Foster personnel. 

19. The Seller guarantees that the Buyer's end product will not be 
modified in any way outside of the pasteurization process (i.e. flavor, 
texture, and form of the product will remain the same aa it was prior 
to pasteurization) . 

III, process Flow: 

The two Pasteurizers will have dlightly different specifications to 
accommodate the differences in the individual lines. The following 
describes the process flows to accomplish this: 

1. Curve Seal Cryovae 8600 Pasteurizer Line - All stripped product will 
be packaged on the 8600 in a special high temperature abuse bag and he 
conveyed to the post pasteurizer where it will be submerged for 90 - 
150 seconds in 205 C F hot water. The products will not float above the 
surface as they will be held down by their own weight or a mechanism of 
the Equipment. Product will exit the pasteurizer and immediately 
enter the chiller where the temperature will be dropped to below 4 0 °t\ 
The product will exit the chiller and then be placed into a shipping 
carton, sealed, dated, weighed and palletized for shipment. This 8600 
has a curved seal bar and is set up in line to package product that has 
gone through the R.F. (Rapid Flow} and impingement process prior to 
packaging. The product picks up additional heat prior to going through 
the pasteurizer raising temperatures 135°F approximately 3/B" to 1/2" 
deep into the product. This will require additional chiller equipment 
(line item 2 on page 1 of this contract) in order to keep up with the 
50 pieces per minute requirement. 

2. Straight Seal Cryovae 8600 (older uni t ) Pasteurizer Line - This line 
has the straight seal bar and ia uocd for products that are simply 
repackaged or are cooked open in the ovens. The heat picked up in thie 
process is minimal and only goes approximately 1/B" deep into the 
product. These products will only require up to 9 minutes in the 
chiller to be cold enough to box. 

IV. General Terms and Conditions 

1. Payment Terms - The payment terms will be separate for each line, 
30% down payment upon contract signing, order placement and invoice ; 
60% upon invoice, acceptance and completion at Seller's plant; 10% Net 
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30 days upon final delivery, invoice, and the Buyers acceptance of 
successful installation. 

2. Guaranteed Delivery Date - The Seller guarantees the delivery date. 
The Seller will deliver and install the equipment within 22 weeks of 
the placement of chiB purchase order. For every day that all the 
equipment is not delivered (delivered, installed, and in operation) by 
che 22nd week from order placement, a graduated penalty will be paid by 
cfie Seller to the Buyer as described in- the following: 

For every day that the project is not complete by the 22nd week the 
Seller agrees to pay the Buyer $1000.00 per day penalty; 
And for every day that the project is not complete by the 24th week, 
the Seller agrees to pay the Buyer $2000.00 per day penalty; 

and for ©very day that the project is not complete by the 26th week, 
the Seller agree© to pay the Buyer $3000.00 per day penalty; 

3. If the Equipment does not perform to the performance criteria listed 
within this contract, the Buysr roocrvce the right, at the Buyers 
option, to return the equipment to the Seller (at the Sellers cost) for 
a full refund. Upon the Buyers option to return the Equipment, Seller 
aleo agrees to reimburse Buyer for any and all labor charges associated 
with the installation of the Equipment. 

4. All equipment will be warranted for a minimum of 1 year as described 
in Section VI item 7 of this contract except for the Belting and 
surrounding assemblies which will be guaranteed not to have excessive 
ware and will be warranted for 2 years. 

V. Installation, Freight, and Start-up 

Seller will install the equipment. Installation is defined as the time 
aria work required to phyoically assemble the unit, connect it to the 
required services, and insure ito proper operation, prior to testing of 
the product. The Buyer will pay the Seller actual coex Of $65 per hour 
for installation. 

The out of pocket expenses of the Seller will be charged at the actual 
incurred costs for reimbursment by the Buyer . These will not exceed 
the following values : 

- 6 people airfare $6,000 

- 6 hotel rooms at $i0o/night = $8,400 

- Per Diem $2,500 

- car Rental $1,4 00 
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Total expenses $18/300 

Start-up will include the time required to operate and train the Buyers 
employees on the equipment with the LeBt product. The Buyer will pay 
the Seller actual costs of $85 per hour for start-up. 

The total installation, start-up, and Expenses (including all costs, 
labor, expenses, and travel) will be charged at the actual rates but at 
no time will tney exceed $66,300 together. Freight will will be charged 
at the actual cost. According to Che Seller this will require three 
delivery trucks and is estimated to be S6000, but at no time will 
t re ight exceed $8,000 

3. Installation of Plumbing and Refrigeration will not be supplied by 
the Seller. 

VI. Foster Farms Discrete Purchase Order Terms and Conditions 
Applicable for Goods and Services 

i\ Seller shall, at its own expense, and assuming all risks in any way- 
connected therewith, perform work for Buyer, and shall furnishall 
labor, equipment and materials required in strict compliance with all 
provisions of this Purchase Order. 

2 . Seller shall commence performance of the work when directed by 
Buyer and snail complete the same as expeditiously as practicable and, 
in any event, within the time speciried in the Purchase Order. 

3. Seller shall submit insurance certificates to the attention of 
Buyers Purchasing Department referencing the Purchase Order number 
prior to commencement of work or site mobilization. 

4. Seller is an independent contractor, and all persons employed by 

. Seller in connection herewith shall be i ta employee* and not employees 
of Buyer in any respect. 

5. Seller hereby releases and shall indemnify, defend and hold 
harmless Buyer, and its subsidiaries and affiliates and the officers, 
agents, employees, and authorized representatives of all the foregoing 
from and against any and all suite, actions, legal or administrative 
proceedings, claims, demands, damages, liabilities, interest, 
attorney's fees, costs and expenses of whatsoever kind or nature 
whether arising before or after completion of the work hereunder and in 
any manner directly or indirectly caused, occasioned, or contributed to 

• in whole * or in part, or claimed to be caused, occasioned, or 
contributed to in whole or in part, by reason of any act, omission, 
fault or negligence whether active or passive of Seller, its 
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subcontractors or of anyone acting under its direction or control or on 
ite behalf in connection with or incidental to the performance of this 
Purchase Order. Seller's aforesaid release, indemnity and hold 
harmless obligations, or portions or applications thereof, shall apply 
even in the event of fault or negligence of the parties released to 
fullest extent permitted by law, but in.no event shall they apply to 
liability caused by the willful misconduct ot the party released, 
indemnified or held harmless. 

6. The Seller shall, at ite sole expense, maintain, in effect at all 
times during the performance of ehe services insurance coverage with 
limits not less than those sec forth below and under forms of polica.es 
with inourere satisfactory to Buyer. 

Coverage 

Minimum Amounts and Limits T tuor-v 

(a) Worker's Compensation Statutory Requirements at Location Of worK 

(b) Comprehensive Ceneral Liability $2,000,000 Each Occurrence 

(c) Automobile Liabiliuy $1,000,000 Single Limit 

Coverage (b) shall apply to the indemnity agreement in paragraph 5 
above and shall include Buyers officers and employees, each as 
additional insured but only in regard to their liability arising out of 
Seller?! performance of the work or out of operations performed by 
other's on behalf of Seller under this Purchase order. The insurance ae 
af fordeS to S5ch additional insured's shall state that it is primary 
insurance and shall provide for a severability of intereat or 
cross- liability clause. Prior to commencing performance of «ny work or 
site mobilization, Seller shall furnish Buy^r with «rtif x "" orm £ d and 
insurance (identifying on the face thereof tne work to be performed and 
purchase Order number as evidence of th_e above required insurance and 
a«S oertilicaces shall provide for thirty (3d day* written notice to 
Buyer prior co cancellation thereof. 

Buyer is not maintaining any insurance on behalf of Seller covering 
loss or damage to the work or to any other property of Seller unless 
otherwise specifically set forth herein. 

None of the requirements contained herein as to types, limits, . a ? d 
approval of insurance coverage to be maintained ^ jr. xntjndted 

to and shall not in any manner limit or quantify the liabilities and 
obligations assumed by Seller under this Purchase Order. 

Notices, in original and one copy of cancellation, termination and 
X£«"io£ of such policies shall be delivered to the Buyers Purchasing 
Department , 
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7 All materials and equipment shall be new, and workmanship shall be 
first class in every respect. The work shall be subject to inspection 
and acceptance by Buyer. Seller shall guarantee ito work hereunder for 
^period of 12 mzhm after completion and acceptance of the work 
unless otherwise set forth herein. In the event Buyer discovers 
teilale in material or workmanship at any time before the ^J»tion of 

eoeeified warranty period, Seller shall, upon written notice from 
SSver repair It replace at. its sole expenee any such defects. Buyer 
III Perform lull repaid or replacements by other reasonable means and 
S2l« agrees to pay for such corrective measures. Neither acceptance 
I? the Sort Sy Buyer nor payment shall relievo seller rrom liability 
Snder the indemnity clause or any of the guarantees or warrants* 
contained or implied herein. 

b PDA USDA, State and Local Requirements - All equipment or 

. ma -ter?aYthac will be used in a food P^ndlt^"^^ oT* * 
with all Food and Drug Administration, United States Department or 
Agriculture, State, Local or Municipal" law., requirements and 
«««larions Seller warrants that it will have complied with all 
aSlicabl? governmental l.w.. regulations and orders,, including the 
Sir Cbor Itandard* Act of 1938. as amended in connection with all 
Product delivered under this Agreement. All such warranties shall 
survive termination of this Agreement. 

, seller shall comply with Buyers job-site Pf oc ? d ^ e9 r ^ d s r ^S lati ° aS 

10 For work performed on Buyer premises, seller ^1"^°^^^^ 
Buv»r work rules and security requirements. AU work shall be 
o5t during normal Buyer working hours unleee specifically agreed to xn 
SStiE b? Buyer. Seller shall, at Buyers request discharge any 
incompetent, diahonest, or uncooperative employee (a). 

4n writina additions, deletions or 

ii^STw-Si H W SS'of SS wS?k -5 Seller agrees to perform 
changes to all o r any part or eha ; ge caU ses an increase or 

decease in the cllt of or 2 the time required performing such work 
« ?^ !hall submit detail information substantiating such claims. If 
reqitred? an e^Ttablo adjustment shall be made to the price or time of 
p Sl e , or both, and the Parch.**. Order shall be modified 
accordingly . 

12. Seller shall promptly pay all claims of persons or firms furnishing 
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labor r equipment or materials used in performing the work hereunder. 
Buyer may require Seller to submit satisfactory evidence of payment and 
releases of all such claims. If there ia any evidence of any such 
unpaid claim, Buyer may withhold any payment until Seller has furnished 
euch evidence of payment and release and shall indemnify and defend 
Buyer against any liability or loss arising Irom any such claim. 

13. Any assignment by Seller of this Purchase Order or of any rights 
hereunder in any manner, in whole or in part, by operation of law or 
otherwise, without the prior written consent o£ Buyer shall be void. 

14. Seller shall at all times conduct all operations under the Purchase 
Order in manner to avoid zrisJco of bodily h*rm to persons , damage to 
any property and fire. Seller shall be solely responsible to take all 
precaution© necessary and continuously inspect all work, materials, and 
equipment to diooover, determine and correct any euch conditions which 
may result in any of the aforementioned ricks. All Seller peroonnel, 
while on Buyer Property, are required to wear the following protective 
equipment: hard hats, safety glasses, wnrlc flhaes, and othflr appropriate 
protective equipment. The Buyer will have the right to halt work due 
to unsafe working conditions. The Seller is responsible for job-sice 
safety and is to isolate the construction area with fencing or 
barricades, as required. A pre-construct ion safety meeting is to be 
held with the Buyer, as required. 

15 Buyer will not be responsible for goods delivered or services 
rendered without a valid Purchase Order. No substitution of goods 
and/or services from those specified will be accepted without the prior 
written consent of Buyer in the form of a revised Purchase Order. 
Neither this Purchase Order nor any interest therein or claim arising 
hereunder may be assigned or transferred by the Seller of this Purchase 
order without the prior written consent of Buyer. 

16 The Seller must notify Buyer if unable to ship goods and/or render 
services specified on or before the date specified on the Purchase 
Order. The date of delivery and/or performance stated on the Purchase 
Order is a material part of the Sellers acceptance *£ this Purchase 
Order- Buyer© acceptance of goods and/or performance after said date is 
solely optional with Buyer and, if accepted, is subject to a reasonabl 
price reduction, exercised unilaterally by Buyer, unless otherwise 
agreed in writing by Buyer. Where the Purchase Order specifies, or 
Buyer otherwise permits partial shipments, and where billing for a 
partial shipment under on Purchase Order is rendered it is understood 
that Sellers invoice dating will be extended to the final recreipt of 
an goods by Buyer. Goods must not be shipped COD- Buver shall have 
no r!S? of loss with respect to goods ordered until actually delivered 
and Receipted for by Buyer, and Seller shall adequately insure all 
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goods from all insurable perils during transit. All shipments are to 
be F.O.B. destination unless otherwise indicated on the Purchase Order. 

17. The price or prices specified on the Purchase Oj-der are firm and 
are not subject to increase of any kind without the prior written 
consent of Buyer. Cash discounts specified on the Purchase Order, or 
otherwise granted by Seller in general practice, shall be r.ajcen by 
Buyer, unless otherwise specifically ctatedon the Purchase Order. No 
charge shall be made to Buyer for packing, boxing, handling, shipping, 
or cartage, unless specified on the Purchase Order or otherwise 
specifically authorized in advance by Buyer, charges, if any, for 
returnable containers, reels, or drums must be separately itemized on 
Sellers invoices . 

18. By acceptance of this Purchase Order, Seller warrants to and for 
the benefit of Buyer (a) char all goodo delivered will be of good 
quality and free from all defects of every kind and nature, (b) that 
all services rendered will be promptly and diligently performed in a 
good and workmanlike manner, (c) that all goods delivered shall be 
proper and suitable for the intended purpose of Buyer, whether 
specifically stated on the Purchase Order, apparent by reasonable 
circumstances, or otherwise known to Seller, (d) that all goods 
delivered are validly owned by Seller and are delivered to Buyer free 
from all liens, encumbrances, and claims of others of every kind and 
nature (3) that all goods delivered shall be in strict conformance 
with samples, Sescripfi ons , brochure, opacifications and oral ^ 
assurances provided by Seller to Buyer in submittan^thxs Purchase 
order <f> that all goods delivered are absolutely free from 

inf "ngement of any latent, copyright trademark, tradename, a brand or 
slogan? and are not being sold in unfair competition, restraint of 
trade or in violation of any other commercial law, rule, or regulation 
la) that all goods delivered are in full compliance with th ® 
Occupational Kfety and Health Act of 1970 (OSKA} and the C a xfo^i 
General industry Safety Orders, and all standards and regulation issued 
utTer lull 1^7, (h) tnat all goods delivered have been produce d£d 
delivered and/or cervices rendered h*v* been performed, and all aspects 
of sellers business are in compliance -ith all relevant equal 
employment law*, rules, and regulations, including but ^thout 
limitation, the Equal Employment Opportynity ciause. Chapter fiO Title 
;i roi Co"ai of Federal Regulations, applicable to So ^"^^g^^^e^ 
il M\ rhar Seller bv acceptance of this Purchase uraer, 

a^eeTtTinl^^^ Buye? its, -^-^^K^ro; 

free and harmless from any and ail defaults, sre aches , or f or 
warranties hereinabove set forth, including, but without limitation 

^oXSI Sf others whether or not well founded, and including all 
costs^Iulf. °dexense brother action inducing reasonable attorneys 
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19. All goods delivered shall be subject to the inspection and trial 
use by Buyer, and may be returned to Seller, after such trial use, if 
such goods do not perform to Buyers complete satisfaction. 

20, Confidentiality: In the event that Seller obtains, in the course of 
Sellers performance hereunder, knowledge of any trade secrets or other 
information of a confidential nature of Buyer, Seller aqrees that 
Seller (and Sellers agents and employee*) Khali not disclose such trade 
secrete or confidential information to others, and shall not uoc such 
trade secrete for ito own accounts or for the purpose© of any third 
parfcy. 

21- TOilees this Purchase Order is signed by an officer of Buyer, the 
Purchase Order is conditional upon being within the authority conferred 
upon the signing representative by the Board of Directors of Buyer. 

VII. Poster Farms Discrete Purchase Order Terms and Conditions 
Applicable for Goods 

1. Buyer will not be responsible for goods delivered or services 
rendered without a valid Purchase Order. No substitution of goods 
and/or service* from those specified will be accepted without the prior 
written consent of Buyer in the form of a revised Purchase Order. 
Neither this Purchase order nor any interest therein or claim arising 
hereunder may be assigned or transferred by the Seller of this Purchase 
Order without the prior written consent of Buyer. 

2. The Seller must notify Buyer if unable to ehip goods and/or render 
eervieee specified on or before the date specified on the Purchase 
Order. The date of delivery and/or performance 6tated on the Purchase 
Order is a material part of the Sellers acceptance of this Purchase 
Order; Buyers acceptance of goods and/or performance after said date is 
solely optional with Buyer and, if accepted, is subject to a reasonable 
price reduction, exercised unilaterally by Buyer, unless otherwise 
agreed in writing by Buyer. Where the Purchase Order specifies, ox- 
Buyer otherwise permits partial shipments, and wher.s billing for a 
partial shipment under on Purchase Order is rendered, it is understood 
that Sellers invoice dating will be extended to the final receipt of 
all goods by Buyer. Goods must not be shipped C.O.D. Buyer shall have 
no risk of loss with respect to goods ordered until actually delivered 
and receipted for by Buyer, and Seller shall adequately insure all 
goods from all insurable perils during transit. All shipments are to 
be F.O.B. destination unlftflR otherwise indicated on the Purchase Order. 

3- The price or prices specified on the Purchase Order are firm and 
are not subject to increase of any kind without the prior written 
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consent of Buyer. Cash discounts specified on the Purchase Order, or 
otherwise granted by Seller in general practice, shall be taken by 
Buyer unless otherwise specifically stated on the Purchase Order. No 
charge shall be made to Buyer for packing, boxing, handling, shipping, 
or cartage, unless specified on the Purchase Order or otherwise 
specifically authorized in advance by Buyer, charges, if any, tor 
returnable containers, reels, or drumc must be separately itemised on 
seliere invoices. 

4 "*■ Br acceptance of this Purchase order, Seller warrants co and for 
the benefit of Buy«r (a) that all goods delivered will be of good 
quality and free from all defects of every kind and nature, (b) that 
all services rendered will be promptly and diligently performed in a 
good and workmanlike manner, (c) chat all goods delivered shall be 
prop©*- and suitable for the intended purpose of Buyer, whether 
specifically stated on the purchase Order , apparent by reaaonable 
circumstances, or otherwise known to Seller, (d) that all goods 
delivered are validly owned by Seller and are delivered to Buyer free 
from all liens, encumbrances, and claims of others of every kind and 
nature, (e) that all goods delivered shall be in strict conformance 
with samples, descriDtione, brochures, specifications, and oral 
assurances provided by Seller to Buyer in submitting this Purchase 
SrS£ tf" that all goods delivered are absolutely free from 
infringement of any latent, copyright trademark, tradename, a brand or 
iiS and are not being sold in unfair competition, restraint of 
?rale%r "in vio?ation of any other commercial law. rule or regulation 
(a) that all goods delivered are in full compliance with =je 
occupational Safety and Health Act of 1970 cosha) and the California 
General Industry Surety Orders, and all standards and regulation issued 
SnSer sucn lawsT <h) that all goods delivered have been S^^"^. 
delivered and/or services rendered have been performed, and all aspects 
2? Severs business a« in compliance with all relevant *<£ai 

?™*r, t laws rules, and regulations, inciuding, but without 
?i£i?aTion the'EoJal ^loyment Opportunity clause. Chapter 60. Title 
■i?" Code of JS-rH Regulation-. .Slieahlp co ^^"^ 
/ ?Z-*Z+„l n mi that Seller by acceptance of this Purchase Order, 
eubeontractoro (x) that wi.r y p SU cce«eore and assigns, 

32*;nS hlSSSi £ rom any and all detauUs, breaches, or failures or 
iarranStas^reinabove set forth, including, buc wi^ut Igxtjeioj. 

TL« ^rVi^T-n whether or noc well tounaed, emd including an 
costs ot suft. defense Ir "her action induing reasonable attorneys 
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Foster Poultry Farms 


DNITHERM FOOD SYSTEMS INC 

502 INDUSTRIAL RD 4500204439 / 08/28/2001 13 

BRISTOW OK 74 010 


and liability or on account of injury to or the death of any person or 
persons and damage to property (including property of Seller) in any 
manner caueed by, contributed to, or arising out of the Derformance by 
the subcontractor of the work covered by such subcontract, including, 
but without limiting the generality o£ che foregoing, claims, actions, 
causes of action, and liability to which the negligence of Seller is or 
is alleged to have been che sole or a contributing cause. 

PDA , . USDA, State and Local Requirements - All equipment or 
material that will be used in a food production environment must comply 
with all Food and Drug Adminisfc ra t ion , United States Department Of 
Agriculture, State, Local or Municipal lawa, requirements and 
regulation©. Seller warrants bhat. it will have complied with all 
applicable governmental laws, regulations and orders, including the 
Fair Labor Standards Act of 1938, as amended, in connection with all 
Products delivered under this Agreement. All such warranties shall 
survive termination of this Agreement. 

7. All goods delivered shall be subject to the inspection and trial 
use by Buyer, and may be returned for a full refund (includes but is 
not limited to all freight, labor, and equipment) to. Seller, after such 
trial use, if such goods do not perform to Buycro ct?mplete 
satisfaction. 

a. confidentiality: in che event that Seller obtains, in the course of 
Sellers performance hereunder, Knowledge of any trade secrets or other 
information of a confidential nature of Buyer, Seller agrees that 
Seller (and Sellers agents and employees} shall not disclose Such trade 
secrets or confidential information to others, and tihail not use such 
trade secrets for its own accounts or for che purposes of any third 
party. 

S. Please send invoices to 

Accounts Payable, - 
P.O, Box 437, 
Livingston, CA 95334 


10. Unless this Purchase Order is signed by an officer of Buyer, the 
Purchase Order is conditional upon being within the authority conferred 
upon the signing representative by the Board of Directors of Buyer, 


Ixem Order qty. Unit Materiel Price per una Net velue 
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Foster Poultry Farms 


tJUITHERM FOOD SYSTEMS TNC PO numOBrtoate Pefl* 

502 INDUSTRIAL RD 4500204435 / OB/28/2001 14 

BRISTOW OK 74010 


Item 

Order qry. 

Unix Materiel Price per unit 
Description 


Net value 

00001 

2 


each 550, 000.00 
PASTURIZER W CHILLER 

1,100 

,000.00 

00002 

Deliv. 
1 

(One 
date 

for each packaging line) 
01/30/2002 
each 235.000.00 
ADDITxOaaXj CHILL&R 

235 

, 000.00 

00003 

Deliv. 
l 

(For 
date 

curved seal B600 line as described) 
01/30/2002 
each 68,300.00 
INSTALLATION AND TRAINING 


,300.00 

00004 

Deliv. 
l 

Deliv. 

dace 
date 

01/30/2002 
each 8,000.00 
FREIGHT 

01/30/2002 

8 

,000.00 


Tot. net item val. exel . tax USD l f 411 .300. 00 
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Foster Poultry Farms 


ONI THERM FOOD SYSTEMS INC po numbo./doi C rag* 

502 INDUSTRIAL RD 4500204439 / 00/28/2001 15 

BRISTOW OK 74010 

I acknowledge receipt and acceptance of this contract and I am 
authorized by the Board of Directors of my respective company to sign 
this contract. 

For the Seller For the Buyer 

Signed ; ^ S igned : 


Title t 9c*3 %\ Title; 


Signed : 

Title:_ 

Date:__ 

Signed:^ 
Title:_ 
Dare : 
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SALES ORDER 
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CUSTOMER. 


ORDER DATF f.JfT.af 


PAYMENT 
TERMS 


TEL Mr c?<D9-3eV- 77*/ 
FAX NO— I! *~ ^»3/fr 


_ Q/No. 


THEIR n/Mn 


ITEM 
No. 


PRODUCT NAME 
& DESCRIPTION 
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No. 


/ 

/ 

/ 
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PRICE 
/UNIT 


TOTAL 
PRICE 


#000 


REQUIRED 
DEL. DATE 


FOR OFFICE 
USE ONLY 

TTnia 


INVOICE NO- 
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UNITHERM FOOD SYSTEMS, INC. 

502 Industrial Road 
Brlstow, Oklahoma 74010 

Tel: 918-367-0197 
Fax: 918-367-5440 

E-mail: unrtherm@unithermfoodsystBms.com 




COOK/ CHILL SPECIALISTS 


FAX TRANSMITTAL 


Date: 
To: 

Fax#: 
From: 
# of Pages: 


October 1, 2001 

Phil Green 
Shawn Pliska 
Foster Farms 

209-394-6316 

David Howard 


We acknowledge that you have put a hold or cancelled the pasteurization contract 
due to a change in your company's business strategies. 

I hope that things improve speedily for Foster Farms. 


Yours sincerely, 



Visit our web site at www. unitherrnfoodsysterr*. 
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UNITHERM FOOD SYSTEMS, INC. 

502 Industrial Road 
Bristow, Oklahoma 74010 

Tel: 918-367-0197 
Fax 918-367-5440 

E-mail: unitherrn@unitherrnfoodsystems.com 



COOK / CHILL SPECIALISTS 


December 9, 2002 


Jay Jandrain 

CAROLINA TURKEYS 



All contents are Confidential 
and considered Trade Secrets of Unitherm 


Q1553DH 

ViaEmial: jjand^cm@/caroliiiaturkeysxom 
Dear Jay, 

The current position on pasteurization is to achieve a 4-log reduction in listeria whilst not 
creating a purge problem. This can be achieved by accelerating the process using the Infrared 
system or linear oven and then pasteurizing in water for 60 seconds. There is data available on 
this from Dr. Peter Muriana at O. S.U His telephone number is 405-744-5563. 

I enclose a typical layout for a system size ai 55 pieces per minute. 
The chill time is typically 12 minutes at -40°F. 

Budget prices arc: $950,000 for the combination system 

$750,000 for a pasteurization line without the Infrared 

If you intend to chill the product after exiting the Impingement Oven and Pasteurizer combined, 
the chill time will be 35 minutes. This is because the energy delivered from the oven is more than 
the Infrared System. This would increase your cost to $935,000. 

If you have any further questions, feel free to contact me anytime. 

Yours sincerely, 



David Howard 
President 


Visit our web site at www. unithermfoodsysfems, com 
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UNITHERM FOOD SYSTEMS, INC. 

502 Industrial Road 
Bristow, Oklahoma 74010 

Tel: 918-367-0197 
Fax 918-367-5440 

E-mail: unitherm@unithermfoodsystems.com 



COOK / CHILL SPECIALISTS 


December 20, 2002 J^^^ 


All contents are Confidential 
and considered Trade Secrets of Unitherm 


Jay Jandrain 

CAROLINA TURKEYS 


Q1557DH 

Via Email: Jjand>aitt@carolinaturkeys.cam 
Dear lay, 

Attached is the drawing for 65 pieces per minute. I mentioned earlier, we can segregate product 
from two 8600. The price of the system is as follows: 

(2) Twin LR- Pasteurizers $125,000 each 

(1) Aquaflow Pasteurizer and Chiller $850,000 


Budget far Installation: 
Budget for delivery: 

If you would like to see a system, let me know. 


$ 50,000 
$ 20,000 


Best Regards, 

David Howard 
President 

DH/cm 


Visit our web site at wvm.unithen71fbodsystems.com 
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UNITHERM POOD SYSTEMS INC. 
502 Industrial Road 
Bristew; Oklahoma 74010 

Tel: 916*367-0197 
Fax: 918-367-5440 

E-MAIL unItherrn@unrthermfbocteysterns.c^ 



COOK / CHU 9PEOAUST8 


CONFIDENTlALlTy AGREEMENT 


This Confidentiality Agreement ("Agreement") wiQ confirm our mutual understanding in 
connection with UNITHERM FOOD SYSTEMS, Inc. fThe Company") providing, and your 
receipt of, Information regarding The Company. 

1. Information means all oral or written data, reports, records or materials (•Information") 
obtained from The Company, including the knowledge that The Company may be 
considering a sale, or even the feet that Information has been provided. Information yhg ll 
not include, and all obligations as to non-disclosure by the undersigned shall cease to any 
part of; such Information to the extent that such Information: (i) is or becomes public other 
than as a result of acts by the undersigned; (if) can be shown was already koown to the 
undersigned at the time of its disclosure hereunder, _(!&) is mdepetktembr^btained fay the 
undersigned from a third party having no duty of conjBdenrtaHty to The Company; (iv) is 
independently developed by the undersigned without use of any Information supplied 
hereunder, or (v) is obligated to be disclosed pursuant to applicable law, regulation or legal 
process. 


2. Information b being fimrfsbed solely in connection with your consideration of the 
acquisition of The Company and shall be treated as "secret" and "confidential" and no 
portion of it shall be disclosed to others, except to those of your employees and agents 
whose knowledge of the Information is required for you to evaluate The Company as a 
potential acquisition and who shall assume the same obligations as you under this 
Agreement. The undersigned hereby assumes foil responsibility for the compliance of such 
employees or agents to the terms of this Agreement. 

The undersigned further agrees that it will ndt interfere with any business of The Company 
through the use of any Information or knowledge acquired under this Agreement nor use 
any such Information for its own account. 


3. All Information shall be promptly returned or destroyed, as directed )iy The Company. 



0mZ,9C8T6 XVd 9T:ZT C00Z/0Z/TT 


!LL2£Z?? (a) ~ "F^emarions <* "wanties ait being made as to the 
^S™ 6 * ^J**^ of ^formation and (b) airy and all ZmeZZZLm «5 

purchase contract and then be subject to the provisions tbereoE ^ 

5. The undersigned acknowledges the rcspoudbflhy to perform a due diHger*c review at hs 
own cost and expense prior to acquisition. review at its 

6 " w!^^ ^ ° f ^T 63 U " der ( ^ rE8ineitf survive for a period of 
tnrec years following the date bereo£ *^ 

Name (please primV (ftth/fad^ Title _ $^$ij2^ 

Company: /^/^ (if tP ffl <j Q> c 

Address: ^ 7^ 



Pate: rT/y/Oj 


Unlikerm Food ^sTems r Inc., 502 Industrial Pood. Bri&vw. OK 7*010 
Phone: 9t &-367-6197 Foe: 92&-36%3<d40 
Email: lMth€rm®^(hKn7^6oBsysimna.e^ 
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RAPIDPAK FLASH PASTEURIZATION 


• 4 log reduction for Lm indicator organism 

• Maintains current line speeds 

• No effect on product sensory characteristics 

• Purge minimized 

• Mo formulation change required 

• Minimal floorspace impact 

• Dry package maintains index pattern for labeling 

• Low capital cost, very low cost per package 

• Standard RP-55 can be retrofit with SSP module 


Development Partners 


Pasteurization expertise 


Packaging machine design 


USDA 


Lab & Pilot plant testing facilities Original steam-vacuum research 



Patent Pending 




RP-SSP 


• Conventional hot water pasteurization 
recooks product 20-30 minutes plus cooling 
time to be effective 

• RP-SSP solves all the problems of conventional 
surface pasteurisation 

PURE & SIMPLE 


RflPIDEP^GC AL KAR-flaiwdPBK,lnt-P^^ 60flfi>9Z-3211 • Fax: 608/992-4039 • www.rapWpak.coro 
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pni EY S LAR^NER FOLEY & LARDNER 

VEREX PLAZA 

ATTORNEYS AT LAW ISO EAST GILMAN STREET 

MADISON, WISCONSIN 53703-1481 
POST OFFICE BOX 1497 
MADISON, WISCONSIN 53701-1497 
Tnlv 1 2003 60S.257.5035 TEL 

JUiy 1, ZULO 608.258.4258 FAX 

wv/w.foleylardnerxom 

WRITER'S DIRECT LINE 

rPRTIFIEDMAlL 60S.25B.426B 

CLI EMT/ MATTER NUMBER 
038702-0115 

Mr. David Howard 
Unitherm Food Systems, Inc. 
502 Industrial Road 
Bristow, OK 74010 

Re: ALKAR-RapidPak, Inc. 

OurRef.No.: 038702-0115 


Dear Mr. Howard: 


We represent ALKAR-RapidPak, Inc. in regards to intellectual property matters It 
, to our TtSn that you are asserting patent rights with respect to pasteurization 

Tc instead of purchasing equipment from ALKAR-RapidPak, Inc. 

In the meantime we trust you will avoid making any false or misleading statements, 

current and prospective business relationships. 

We have searched for, but ha Y e not found, any issued U.S. patents or published U S. 
We have searcnea . „ , fl t would gj ve n Se t0 valid patent rights 

^^J^T^AR T^tcs^:^ intellectual property of others, and 
ID n ^^t^i^^S^ any valid intellectual property right of Unitherm Food 
w.U take ™*™™f*l ide us wi th information that will allow us to evaluate 

t^^ Sterns, inc. may have. In particular, please gurfdr*. 

the scope oi any s publication number of any published U.S. patent 

patent number ? f .^ a ^^ F in & United States that can be asserted by Unitherm 

fflSTS f ^Sn^-n^l-W U.S. patent application gives rise to valid 
patent ffinte UnLd States that can be asserted by Unitherm Food Systems Inc. p ease 
provide T wi* a copy of the file history for any such application, moulding the application rtself 
and any correspondence with the U.S. Patent and Trademark Office. ■ ■ 


EXHIBIT 15 


„_„,,,, Milwaukee SAN DIEGO TAMPA 

BRUSSELS l 5!SL». 11 , SSuxNDO SAN 0IEGO/DEL MAR WASHINGTON. O.C. 
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07/09/2003 09:47 FAX 9183675440 UNITHERM 

foley:lardner 

tTTOBHtTfl «T LAW 

Mr. David Howard 
July 1, 2003 
Page 2 

Please direct any further correspondence in this matter to m . We look forward to 
your prompt response. 

Very truly yours, 
Rick L. Abegglen 


cc: Mr- Phil Hinderaker 


003.434058.1 


FOLEY c L A >• N E R 

ATTORNEYS AT LAW 


Via Facsimile and Certified Mail 
Return Receipt Requested 


July 30, 2003 


FOLEY & LARDNER 

VEREX PLAZA 
150 EAST GILMAN STREET 
MADISON, WISCONSIN 53703 1481 
POST OFFICE BOX 1497 
MADISON, WISCONSIN 53701 1497 
608.257.5035 TEL 
608.258.4258 FAX 
www.foleylardner.com 

WRITER'S DIRECT LINE 
608.258.4268 

rabegglen@foleylaw.com EMAIL 

CLIENT/MATTER NUMBER 
0387020115 



Dennis D. Brown, Esq. 

Fellers, Snider, Blankenship, Bailey, & Tippens, P.C. 
The Kennedy Building 
321 South Boston, Suite 800 
Tulsa, OK 74103-3318 

Re: Unitherm Food Systems, Inc. 
OurRef.No.: 038702-0115 

Dear Mr. Brown: 

We are in receipt of your letter of July 18, 2003 regarding Unitherm's assertion of 
patent rights with respect to pasteurization technology in letters to prospective and current customers 
of our client, ALKAR-Rapidpak, Inc. ("ALKAR"). 

Initially we note that your letter of July 18, 2003 states that "Contrary to the 
allegations in your letter we are confident that your client, ALKAR, fully understands that Unitherm 
has not asserted that it has yet obtained any patents pertaining to its pasteurization technology. 
However, the enclosed letter dated May 12, 2003 from David Howard to Tim McConnell at Foster 
Farms offers to license technology for which patent applications are pending, and states that those 
patent applications include allowed claims. That letter to Foster Farms also included as an 
attachment a letter dated May 12, 2003 from you to David Howard, in which you describe the scope 
of the pending claims of that application. Mr. Howard's May 12, 2003 letter to Foster Farms, and 
other correspondence Mr. Howard has sent to other customers of ALKAR, show that Unitherm is 
asserting licensable rights under their pending patent applications, even if Unitherm has not asserted 
that it has obtained any "issued patents." 

It still appears to us that the letters Unitherm has sent to prospective and current 
customers of ALKAR are meant to coerce those customers to purchase equipment from Unitherm 
instead of purchasing equipment from ALKAR. Please be advised that Unitherm's actions are in 
fact damaging and interfering with the business relationships between ALKAR and its customers, 
including but not limited to Carolina Turkeys. 

Further, we note that your letter of July 18, 2003 states that "Unitherm has been very 
responsive to specific' customer questions concerning the subject matter and ongoing scope of its 
pending patent applications." As you know, on July 1, 2003 we sent a letter to David Howard of 
Unitherm, requesting that Unitherm provide us with information that would allow us to evaluate the 


003.438564.1 


ddi iccci e nFTBfilT MILWAUKEE SAN DIEGO TAMPA 

cm^Go Jacksonville orlando san diego/del mar Washington, d.c. 

SeNVER° LO™E L S E SACRAMENTO ^S™ 8 " WEST PALM BEACH 

MADISON TALLAHASSEE 


RECEIVED AUG 0 4 


FOLEY! LARDNE A 

ATTORNEYS »T LAW 


Dennis D. Brown, Esq. 
July 30, 2003 
Page 2 

scope of any patent rights Unitherm may have, but your July 18, 2003 response to that letter did not 
provide us with any such information. I have also confirmed today that Foster Farms has not 
received any response whatsoever to its letter dated June 12, 2003 to David Howard requesting 
information concerning the subject matter and ongoing scope of Unitherm' s pending patent 
applications. Thus, contrary to the statement in your letter of July 18, 2003, in fact Unitherm has 
been completely unresponsive to inquiries from ALKAR and Foster Farms concerning the subject 
matter and ongoing scope of Unitherm's pending patent applications. 

Your letter of July 18, 2003 states that "Unitherm is committed to ethical conduct and 
fair dealing." As you know, the basic premise of the patent system in the United States is that 
inventors will make a full disclosure of their inventions in exchange for exclusive rights to their 
inventions for a limited time. Unitherm is asserting rights under their patent applications without 
making any disclosure, and it is this practice which we believe is fundamentally unfair. If Unitherm 
wants to compete fairly, Unitherm should make the required disclosure before asserting patent rights 
and interfering with ALKAR's business. If Unitherm is truly committed to ethical conduct and fair 
dealing, please provide us with the filing date and prosecution history of Unitherm's pending patent 
applications so we may evaluate the scope of any patent rights Unitherm may have. 

Our client is committed to ethical conduct and fair dealing, as Unitherm claims to be, 
and in that regard we wish to help Unitherm comply with its duty of disclosure to the Patent Office 
in connection with its pending patent application. Based on the limited information contained in 
your letter dated May 12, 2003 to David Howard, we believe that it is unlikely that the claim scope 
outlined in that letter could be valid in light of the prior art. For example, I have attached a claim 
chart showing that the disclosure of U.S. Pat. No. 3,966,980 (the "980 patent"), that was filed in 
1969, that issued in 1976, and that expired in 1993, appears to anticipate or render obvious the claim 
scope outlined in your May 12, 2003 letter. 

In addition to the '980 patent, we have found a substantial body of other prior art that 
is relevant to the patentability of the claim scope outlined in your May 12, 2003 letter, and our prior 
art search is continuing. This prior art shows that the method outlined in your May 12, 2003 letter 
was publicly known and used in the United States at least four years ago, and possibly much earlier. 
Please let me know if you would like further information regarding this material prior art. 

Please direct any further correspondence in this matter to me. We look forward to 
your prompt response. 


Very truly yours, 



Rick L. Abegglen 


Enclosures 

cc: Mr. Phil Hinderaker (w/ ends.) 
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BURCK BAILEY" 
TERRY W. TIPPENS 

K. NICHOLAS WILSON 

HARRY H. SELPH. M 

WARREN F. BICKFORD IV 

JOHN B. HEATLY 

MICHAEL R- FORD 

ERIC S. EtSSENSTAT 

STEVE STEPHENS 

OONEEN DOUGLAS JONES 

THOMAS J. ENIS' 

BARBARA G. BOWERSOX 

JOE C. LEWALLEN. JR. 

DINO E. VIERA 

GREG A. CASTRO 

KEVIN R. DONELSON 

ROY C. BREEDLOVE 

MARK K. STONECIPHER 

ANDREW L. WALDING 

TODD A. NELSON* 
DENNIS D. BROWN* 
R. ALAN WEEKS"* 
R. DANIEL SCROGGINS* 
TERRY L. WATT. Ph.D." 
BRYAN N. B. KING 
SCOTT R. ZINGERMAN* 
BRENT M. JOHNSON 
CHARLES C. CALLAWAY, JR. 
WILLIAM H. WHITEHILU JR- 
RANDALL K. MCCARTHY" 
CURTIS M. LONG 
STEVEN J. ADAMS 
JAY P. WALTERS*' 
JAMES F. LEA, HI* 
JOHN D. RUSSELL* 


FELLERSISNIDER, BLANKENSHIP, BAILEY & TlPPTOS, p.c 

ATTORNEYS & COUNSELLORS AT LAW 

THE KENNEDY BUILDING 
321 SOUTH BOSTON, SUITE SOO 
TULSA, OKLAHOMA 74103-3316 
TELEPHONE (9 IB) SSQ-062I 
FAX (018) S83-e659 

www.fellerssnider.com 


SANFORD C. COATS 
MARGARET A. BOMHOFF 
FRED H. HOLMES" 
KELLI M. MASTERS 
BROOKS A. RICHARDSON 
N. JANINE WHEELER 
TRAVIS A. FULKERSON 
DANIEL P. OOOLEY»* 
RYAN T. LEONARD 
R. TODD WADDELL 
CHARLES R. WILLING 


JAMES D, FELLERS 11013-1007) 
JOHN JOSEPH SNIDER (I©ae-IQ©7> 


July 18, 2003 


OP COUNSEL 
JAP W. BLANKENSHIP 
PAUL W. DUDMAN' 
JACK E. PHILLIPS* 
BILL D. MCCARTHY- 
TRACY A. POOLE 
STEVEN W. BALLARD 


•ALSO ADMITTED IN EN O LAND (SOLICITOR) 
'ALSO ADMITTED IN KANSAS 
•ALSO ADMITTED IN MINNESOTA 
•ALSO ADMITTED IN MISSOURI 
•ALSO ADMITTED IN TEXAS 
•ALSO ADMITTED IN VIRGINIA 
'ALSO admitted in WASMINOTON, d.c. 
"REGISTERED PATENT ATTORNEY 

OKLAHOMA CITY ADDRESS 
BANK ONE TOWER 
lOO NORTH BROADWAY, SUITE 1700 
OKLAHOMA CITY, OKLAHOMA 73102-8820 
TELEPHONE t*OS) 232-OS2I 
FAX (40SI 232-OOB© 


WRITER'S DIRECT NUMBER 


Rick L. Abegglen, Esq. 
Foley & Lardner 
Verex Plaza 
150 East Gilman Street 
Madison, WI 53703-1481 

Re: Unitherm Food Systems, Inc. 
Your Ref. No. 038702-0115 


Dear Mr. Abegglen: 

As patent counsel for Unitherm Food Systems, Inc., I am writing in response to your July 1, 
2003 letted to David Howard, president of Unitherm. Contrary to the allegations in you: letter : we 
I conS uTyour client, ALKAR, fully understands that Unitherm has not asserted that it has 
yet obtained any patents pertaining to its pasteurization technology. 

Although Unitherm is a small company, particularly when compared to ALKAR ^and others 
Unitherm has a well-earned reputation for innovation and is justifiably excited about its 
breaSugh developments and discoveries for me pre and/or post P^^^^S 
Some of Unitherm's new developments have been cited in recently issued FSIS Compliance 
GuTdel^riUs with great pride'therefore, that Unitherm has announced and is marketing this 
technology to its customers, and will continue to do so. 

In this context, and as entitled under the patent law, Unitherm has also announced to its 
customers that it has patent applications pending for these exciting innovations. These patent 
JEln valuable proprietary information developed by Unitherm through months of 



Rick L. Abegglen, Esq. 
Foley & Lardner 
July 18, 2003 
Page 2 


hard work and investment. As ALKAR is folly aware, Unitherm cannot hand this valuable 
information over to its competitors. Nor is ALKAR entitled to benefit from Unitherm s work At 
the same time, however, Unitherm has been very responsive to specific customer questions 
concerning the subject matter and ongoing scope of the claims of its pending patent applications. 

Moreover, Unitherm has demonstrated considerable willingness to accommodate any of its 
customers interested in licensing Unitherm pasteurization technologies which may eventtially be 
patented. This, quite obviously, should be good news to ALKAR. In the event that Umtherm is 
successful in obtaining one or more patents, future licensees under such patents would be able to 
purchase the system(s) in question from ALKAR or from anyone else they choose. 

Unitherm is committed to ethical conduct and fair dealing. Moreover, Unitherm has no 
desire to be involved in any disputes with its competitors. However, it is clear that Umtherm cannot 
allow itself to be intimidated and coerced into leaving the market, ceasing competition, or divulging 
its proprietary technology and information to its competitors. Therefore, if we have misunderstood 
your letter or if you can show that Unitherm has inadvertently done anything improper, we ask that 
you please bring this to our attention. 

Sincerely, 

FELLERS, SNIDER, BLANKENSHTP, 
^& TIPPENS, P£^7 




Dennis D. Brown 
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Via Facsimile and Certified Mail No. 7002 3150 0004 4749 7526 
Return Receipt Requested 


Rick L. Abegglen, Esq. 
Foley & Lardner 
P. 0. Box 1497 
Madison, WI 53701-1497 

Re: Unitherm Food Systems, Inc. 
YourRe'f.No.: 038702-0115 
OurRef.No.: 03-519 


Dear Mr. Abegglen: 

We have reviewed your letter of July 30, 2003 but have found nothing of significance 
therein which was not already addressed in my letter to you dated July 1 8, 2003. To summarize, 
the essential points in this matter are that: 

Unitherm has not yet obtained any issued patents for its surface pasteurization 
technology 

• Unitherm has never claimed to have yet obtained any patents for its surface 
pasteurization technology 

Unitherm is not aware of anyone in the industry that has used or is presently using 
a combined pre and post-surface pasteurization process of a type called for in 
Unitherm' s pending patent applications 
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Unitherm has never threatened to take any legal action against anyone for any 
reason concerning Unitherm' s proprietary surface pasteurization technology 

Unitherm has never "coerced" any customer of ALKAR. 

Unitherm has not disparaged ALKAR or its products 

• Unitherm is under no obligation to disclose, and will not be bullied or coerced 

into disclosing, its proprietary surface pasteurization technology and information 
to its competitors 

Your letter and the attachments thereto only serve to confirm these points. 

We are also puzzled by your apparent contention that it is somehow improper for 
Unitherm to offer licenses for proprietary technologies which have not yet been patented. Such 
contention would clearly not be correct and would also conflict with ALKAR' s own recent 
attempts to generate interest in the licensing of its purported proprietary technology for 
pasteurizing wieners. 

Also, as to your demand that Unitherm immediately disclose the details of its proprietary 
surface pasteurization processes to ALKAR and everyone else, surely you are aware that the 
value of any proprietary, unpatented technology lies at least in significant part in the fact that the 
technology is not known by others. Thus, detailed information concerning proprietary 
technology is typically not disclosed to others unless (a) they have demonstrated a serious interest 
in licensing the technology and (b) appropriate confidentiality and non-circumvention 
agreements are in place. 

Concerning your further accusations regarding Carolina Turkeys and ALKAR' s other 
purported customers, it was Unitherm' s understanding, based upon inquiries from Carolina 
Turkeys, that Carolina Turkeys desired to know whether any of the claims in Unitherm's pending 
patent applications, if patented, would cover a particular pre/post-pasteurization process having 
certain specific steps. Unitherm endeavored to respond to this request to the fullest extent 
possible without divulging its proprietary information. However, Carolina Turkeys has since 
informed Unitherm that Unitherm's understanding of the particular process of interest to 
Carolina Turkeys was incorrect and that Carolina Turkeys has no intention of ever using this 
process. Moreover, Unitherm is not aware that Carolina Turkeys, or anyone else, has ever 
practiced or has any present intention of practicing any pre/post-surface pasteurization processes 
relevant to Unitherm's pending patent applications. Nor has Unitherm ever stated that Carolina 
Turkeys, or anyone else, has used or intends to use any such process. 



Rick L. Abegglen, Esq. 
Foley & Lardner 
August 11,2003 
Page 3 

Finally, we have forwarded a copy of U.S. Patent No. 3,966,980 to the Patent Office. 
However, the proprietary surface pasteurization processes claimed in Unitherm's pending patent 
applications are quite different from known bag cooking, warming , and/or recooking procedures 
of the type disclosed in the '980 patent. Moreover, in view of the fact that the term of the '980 
patent has expired, it is clear that the Method of Cooking and Storing Food in Flexible Bags 
disclosed therein is now in the public domain and can be freely used by ALKAR or anyone else. 

It is Unitherm's sincere belief that all of ALKAR's accusations have been fully addressed 
and that this should be the end of the matter. Unfortunately, Unitherm has now had to respond to 
the same accusations twice, each response requiring considerable time and expense. Regrettably, 
we must therefore respectfully submit and inform you that any further correspondence repeating 
these or similar accusations would simply be mere harassment and will not be responded to. 


Sincerely, 


FELLERS, SNIDER, BLANKENSHIP, 
BAILEY & TEPPENS, P.C. 
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